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Administrative Detention of Food ‘for Humeri or Animal Consumption I 

Under the .Public Health S.ecurity and Bio-terrorism Preparedness 

and Response Act of 2002 

AGENCY:. Food, and Drug Administration, HHS. 

ACTION: Final rule. 

SUMMARY: The Food and Drug Administration (FDA) is issuing a 

final regulation that provides procedures jfor-the detention ofi 

an article of food, if an officer or qualified employee of FDA! 

has credible :evidence or information indicatsng that such 

article presents a threat of serious adverse health consequences 

or death to humans or animals.("administrative detention"). The 

final rule implements the Public Health Secuckty and 

Bioterrorism ,Preparedness and Response Act of 2002 (the 

Bioterrorism'Act), which authorizes the use of administrat~ive 

detention and requires regulations establishing procedures for 

instituting on an expedited basis certainenf<orcement actions 

against,perishable food subj.ect to a detention order. 
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D A T E S : Th is  rVu le  is e ffec tive [inser t d ,a te  3 0  days  a fte r  d a te  o f 

pub l icat ion in  th e  Fedeka lRe~g is te r ]. 

F O R  F U R T H E R  INFO R M A T IO N  C O N T A C T : 

K e lli G ianna ttasio,  

C e n te r  fo r  F o o d  S a fe ty a n @  App l i ed  

F o o d  a n d  D rug \A d m inistrat ion, 

5 1 0 0  Fa in t B ranch  P kwy., 

Co l lege  ;Pa rk , M D  2 0 7 4 0 , 

3 0 1 - 4 3 6 - 1 4 3 2 . 

S U P P L E M E N T A R Y  INFO R M A T IO N : 

Tab le  o f C o n te n ts 

I. B a c k g r o u n d  a n d  Lega l  A u thor i ty 

II. H igh l ights  o f.th e  F ina l  Ru le  

III. C o m m e n ts o n  th e .Final  Regu la tio n  

A - 

B ,. 

C . 

D-  

N u trit ion (HFS-007 ) , 

G e n e r a l  C o m m e n ts 

C o tim e n ts o n , Fo re ign  T rade  Issues 

C o m m e n ts o n  W h a tDefini t ions App l y 'to  Th is  S u b p a r t?  

(P roposed  §  1 .377 )  

1 . D e fin i t ion o f "The ,A ctV 1  

2 , D e fin i t ion o f l;A u E h o r i z e d . F D A  R e p s e ~ s e n ta t ive" 

3 . D e fin i t ion o f "Ca landa r  Dayr  

4  . : D e fin i t ion o f I rFoqd"  

C o m m e n ts o n  W h a t Cr i ter ia Does  F D A  Use  to  O rder  a  

D e te n tio n ?  (P roposed  §  1 .378 )  



E. Comments on How Long May FDA Detain an Article of 

.Food? (Proposed § 1.379) 

1. Comments on Where and Under What Conditions Mu& 

' the Detained Article of Food be Held? (Proposed 

§ 1.380) 

2. Comments on May a Detained:Article of Food be 

Delivered to Another Entity or.Transferred to 1 

Another Location? (Proposed $4 l-381) 

3.. Comments on What Labeling or Marking. Requirements 

Apply to a Detained Article olE,Food? (Proposed _ : 

§ 1.3-82) ". 

F; Comments on What Expedited Procedures Apply When FDA 

Initiates a Seizure Action Against a ,Detained 

Perishable Food ? (Prop-osed Vl.383) 

G. Comments on When T)oes a Detention Order Terminate? . 

(Proposed !$ 1.384) 

r H‘. Comments on How Does FDA Order 4 Detention? 

1. "Comments on Who Approves a Detention Order? 

(Proposed § 1.391) 

2. Comments on Who Receives, a Copy of the Detention 

: drder? (Proposed -§ 1.392) : 

3. Comments on what Information Must FDA Include in 

; the Detention" Order? (Proposed § 1.393) 

f 
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I. Comments on What is the Appeal Proces,s 

Order? 

1. Comments on 'Who is Entitled tom AppeaJ-? 

(Proposed § 1.401) 

for a Detention: 

2. Comments on What Are th& Re‘quirements for 

Submitting an Appeal? (Proposed § 1.402) 1 

,' 3. Comments on Wha\t Requirbments .Apply to an 

Informal Hearing? (Proposed ,§ 1.403) 

4 Comments on Who'Sewes as the Presiding 

Officer at-an Informal Bearing? (Proposed 

,§ 1.404) 

5. Commentson W&n Does FDA Have to Issue a 

Decision on ';an Appeal? !(Proposed § 1.405) ; 

6. Commentson How Will FDA Handle Classified / 
Information in'.an Informal ,Eearing? (Proposed 

§- 1.406) 

IV. Conforming Amendment to Part10 

V. Conforming Amendment to Part 16 

VI. Analysis :of Economic Impact 

A. Final Regulatory ImpactAnalysis 

B. 1 Final Regulatory Flexibility Analysis 

C. Unfunded Mandates 

D. : Small Business Regulatory ISBREFAI Major Rule 

VII. Paperwork Reduction Act of 1995 
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VIII. Analysis of Environmental.Impact I 

IX. Federalism 

X. References 

I. Background and Legal Au:thority 

On 'May 9; 2003 (68 FR 25242), FDA issued a proposed rule : 

providing procedures for the detention of"an article of ‘food, if : 

an officer or:qualified employe,e of FDA,h@s Credible evidence or 

information indicating that such article,g;resis a threat of 

serious :adverse health consequences or de+h to humans or 

animals. The events of September 11, 20‘0l,..had highlighted the; 

need to*enhan.ce the security of the United St,@& food supply. 

Congress respbnded by enacting the Bioterrorism Act (Public Law 

107-1881, which was signed into law on June 12, 2002. Section i . 

303 of the Bioterrorism Act amends section 304 of the Federal : 

Food, Drug, and Cosmetic! Act (the FD&C AL3t.j (21 U,S.C.,334) by 

adding paragraph (h), to provide that an officer- or qualified 

employee of EDA may order the detention of any article of food‘ 

that is: found during an inspection, examination, or 

investigation under the act if the officer of:qualified employee 

has credible evidence or informa‘tion in&~ating that the article 

of food,presents,a threat of serious adverse health consequenqes~ 

or death to humans or animalti. This provision al,so requires the 

Secretary of Health and Human Services' &he Secretary) to 

provide,by regulation procedures for ipst)tuting seizure or 
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injuncti&I actions against perishable food: subj,ect to a 

detention order on an expedited basis. Seotion 3'03 of the : 

Bioterrorism Act also.amends the FD&C Act by adding a new 

prohibited act as paragraph (bb) to section 501 of the FD&C A& 

(21 u.s:c. 331). 

The major components of sect$on 303 of the Bioterrorism Akt _! 

are as follows: 

l Criteria used to trigger an .administrative ' : 

detention: Amends section. 304 of tha FD&C Act to authoriize 

anofficer or qualified employee of.~FDA ,to order the : _ 

detention of any article of food that is found during an j 

inspection, examination, or' investigation under the FD&C 

Act, if the officer or qualified empfioyee has credible 

evidence or information~ indicating such,article presents :a 

threat of serious adverse health consequence-s or death to ' I 

humans or animals. 

0 Approval. required: The Secretary, or an officiql 

. designated by the Secretary, must approve the detention ; 

order; .&I Y',official designat,ed by the Secretary" means the 

District Director of the district wh+re the detained 

artic!le.of food is 1ocate.d‘ ' or an FDA official senior to‘ 

such director-. 

l Period of detention: T.he. detention period will 'be 

for a reasonable period, -not? to exceed 20 calendar.days, 



unless a greater period, not to exceed 30. calendar days, is 

neoessary to enable the.Secretary to';institute a seizure or 

inj:unction action- 

0 Required: The Se$retary must, by 

regulation, provide for procedures for inst,ituting certain 

enforcement actions on an expedited"basiswith respect t,o. "‘ 

perishab3.e food subject to a detention order. 

* Security>.of detained articl:e of food: The 

detention order may require that the :detai~ned article of 1 

food be labeled or marked as detained,. The order must . 

require i ‘the removal of the detained artigle of food to a : 

secure facility, as appropriate. i' 

0 appeal procedure: AIIY persch who would be : 

entitled to claim the detained article of food if such 

article iwere seized may appeal .the detention order to the 

Secretary. W ithin 5 calendar days a'fter such appeal is 

filed, after providing opportunity for an informal hearing, 

the Secretary must confirm or terminate the detention 

order. The appeal process terminatesif the Secretary 

institutes an action for seizure or inj,unction regarding" 

the article of food involved. Confirt'nat&on of a detention 

order is considered a final agency a$tion. 

l : Prohibited act: Amends section 301 of the FD&C! 

Act making it a prohibited act ~to transfer a detained 
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artica of food in violation of a,detention order, or to 

remove or alter any mark or'$abei re&ired by the detention 

order to:identify the article of foodi as detained. 

0 Se&ion 303 of the Bioterrobism,Act also includes . 

a provis%on authorizing t,emporary holds ,at ports of entry 

that will not be addres'sed in this ,final .regulation. The' 

temporarj hold provision authorizes FDA'to a:sk the 

Secretary of the- Treasury,to institute a temporary hold fbr 

up'to 24 hours on an article 0% food ioffcred for import a:t _ 

a D.S. port of entry if FDA has cred$ble evidence or 

information indica'qing, that an articZe"of food presents al 

threat of serious adverse\health cons.eguenees or death to 

humans err animals., and,FDA is unable 'immeddately to I * 

inspect, examine,.or investigate such article. FDA has , 

reFeive,d comments on the temporary hold,:provision in the 

public docket (Docket No. 2002N-0275$* fEWplans to 

consider these comments as we deve,lop our, approach on how 

best to;$mplement this provision of the'%ioterrorism Act* 

Under the Homeland $ecurity Act of 2002 ,(Public Law 107- I 

296) I the responsibilit'ies and functions, of the Secretary of the 

Treasury f,or!all relevant Customs authorities have been 

transferred to the Secretary of.Homeland Security, who has in .: _ 

turn deilegated them to the Comm+ssioner'of the ~Bureau of Customs 

and Border Protection ,(CBP). Thus, wherev@ section 303 of the 
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Bioterrorism Act refers to the Secretary of Treasury, we will 

refer to the Secretary of Homeland S,ecurity. 

In Iaddition to ame"nding title 21 of the Code of Federal 

Regulatkons (21 CPR) b y establishing a new subpart to part 1 (21 

CFR part 1) consisting of subpart X entitlied, '"Administrative 

Detention of Food for Human or Animal Cons~umption;" this final; 

rule also makes conforming 'amendments to part-K (21 CFR part 

16) entitled "Regulatory Eearing.Before -th'p Food 'and Drug 

Administration" and part.l.0 (21 CFR part l;O) .entitled 

nAdministratiQe Practices and Procedures.tl' 

Although-the statutory requirements 5n se?ction 303 of the. 

Bioterrqrism Act are se-If-executing and arb'eurrently in effect, 

FDA is Issuing this regulation to further 'refine as,pects of the 

adminis&ative det,ention requiiegents. Secjr,i.on 303 of the 

Bioterrorism Act require-s FDA q&y to issue regulations 

estab1ishing.procedure.s forinstituting on an expedited basis / 

certain 'enforcement .actions against perishable food.subject to: a 

detention order; however, FDA also is c@sqribing in this 

regulat$on the procedures, for how "we will ;det&in both perishabie 

and nonperishabl'e articles of :food, and thelprocess for appealing 

a detent;ion oyder. FDA established- requirements for the process 

for appealing; a.deten.tion or.der in this fi&al rule to ensure 

that we .meet section 303;s timing requirements and to define 
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certain'terms.used in the Bioterrorism Act (e*g., perishable 

food). 

This final rule is notrelated to, a+d does not implement, 

section,8Ol(a) of the FDSEC Act (,21 U.S.C. ,381)-, even though it 

uses the term "detention, R This f.inal:ru$d im#.ements section 

303 of the Bioterrorism Act, which amends:the, seizure provision 

at section 304 of the FD&C ‘Act -by adding paragraph (h) to .that 

section. This amendment grants FDA the authority to detain 

(i.e., prevent the further movement of) any article of food that 

is found during an inspection, ex,aminati,on, or investigation if 

FDA has cred.ible evidence or information Sndfcating that such" 

article presents a threat of serious adverse'health consequences 

or death to humans or animals. 

Some of the comments that we recei;v,e.d continue to reflect 

same con.fusion of our authority to d&a&~ food-administrativeby 

under section 304(h) of the FD&C Act (as iidded.by the 

Bioterrorism,Act) with our authority to refuse admission of 

imported food under sei;tion,801,(a) of that ?et. -despite our 

explanation of this issue inthe proposed;'rulei '(See 68.FR 

25242.)' The following discussion provid$W additional explanation _ 

of FDA's authority under each of these provisions so as to make 

clearthat our authority to detain food ,admin+s.tratively unde: 

section 3QOch) of, the ?&9&C Act is sepa~rate and ;distinct f,rom our 

authority to;,refuse admission of importedl food under section 
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801(a) qf the: l?D&C Act. 

Section 801 of the FD&fl Act sets out standards and 

procedures for FDA review of.i,mports under its jurisdiction. 

Generally; when an FDA-regulated product 4s imported, customs 

brokers,submitentry informati‘on to CBP on behalf of the 

importers of record. CB? then p,rovides en$ry,information to FDA 

to enable admissibility de&ions to be made. If FDA determines 

that refusal under sect&on--801.(a) .FD&C Act appears appropr.iate, 

FDA, asset out in its regulations, giv,es~wriften notice to the 

owner or consignee. (Se,e B 1.90(a).) II-L c&id&*&e dating back 

many years, EDA refers to this written notice 'as the notice of 

detention and hearing. 

FDA's evaluation of imported~foods under;section 801(a) of 

the FD&c Act largely focuseson whether the article of food 
., 

appears to have been safely ,produced, pdc$ed, ;and held? conta%ns 

no contaminantsor illegal additi:ves or residues; and is 

properly labeled. Section 801 (a) of the FD&C Act provides that; : 

an article of food is subject to ,refusal of ,admission if it 

*appearsI from physical, examination or otprwi,s&': (1) To have 

been manufactured, )I processed, or packed uyder insanitary 

conditions; (2) to be forbidd en or resfirikted in-sale in the' f 

country irx.&hich it was produced or from bhiqh, it was exported; 

or (3) ,to beradulterated or misbranded. The f-odd adulteration' 

and misbranding provisions (sections 402 and $03 of the FD&C Act 
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(21 u.s;C. 342 and 21 U.S.C. 343)) set 'qut m o,st of the FD&C 

Act's requirem ents~.for foods. 

Insection 304(h) of the FD&C Act,~ Congress gave FDA the 

authority to detain food adm ini.strative~ly:where we have credible 

evidence or inform ation that, the article of food presents a 

threat of serious adverse health consequencesor death to hum ans 

or anim als so that we can bring such,food:lunder FDA control. 

Historically,, FDA has had th.e authority to seize m isbranded 01: >' 

adulterated food in dom estic com m erce; however, adulterated food 

could enter com m erce and put consum ers atrisk during the tim e 

that ittakes to file a seizure.action. In som e instances,.FDA 

has been able to partner with S tate authorities t,o have such 

food embargoed by the S tate where the foo$I,is ~located so that hit 
' 

is under their control while the seizure actron'is being ,' 

prepared and-filed, until the court issues the warrant, and 

until the U.S. m arshal eari seize the food, However, this process 

is not always possible. 

We do not,. at this tim e, foresee fre&uently using 

adm inistrative,detention under section 304(h) of the FD&C Actto 

control the m ovem ent of imb.orted food subject to se>ction 801 df 

the FD&C Act; When FDA determ ines it is appropriate to bring 

imported food under FDA ,control 'using the:autbority under 

section: 304(h) of the FD&C Act, the standard for adm inistrative 

detention wiJl.be the s&m& as it is for other products, i.e., ,we 
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must have cre'&ible evidqx~e or inCxm~t~on‘~that the article of. 

food-presents 'a threat of serious adverse health consequences or 

death to humans or animals. 

.This final rule implements the admini&trative detention 

requirements in section 303 of the Bioterrorism Act. This final 

rule, published today, as we1‘1 as ~the inte+n final rules that, 

FDA and CBP published on October 10, 2003, to ' implement section 

307, prior notice of imported food shipments (68 FR 58974), an$ 

section 305 / registration of food facilities (68'FR 588,933, of' . 

rule implementing the Bioterrorism Act, along'with the final 

section.306 of the Bioterrorism AC-~ (maiqt&nanee and inspection 
,&&&& .&&; )' $,g 

ublished in the Federal 
-8 

Registerk will help FDA.act quickly wheG responding to a 
17 

threatened or actual bioterrorist attack on the U.S. food supply 

or to other food-related emergencies. Admi+istrative detention, 

will provide $DA with an added measure to help ensure the safety 

of the nationis food supply. In establishi,ng~ aed implementing 

this final rule, FDA believes it has compl$ed'.fufly with the 

United States * international trade obligations, including the 

applicable World Trade'Organization (WTO) agreements and the 

North American Ftee Trade Agreement (BAFTAj. 

In Iaddition to section 303 of the Bio$errori.sm Act, which 

amends the RD&C Act as described previously in' this document, ' 

FDA is relying on section 701(a) of the FD$cC Act (21 U.S.C. 
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371(a)) in iskuing this final rule. Section 701(a) authorizes 

the agency to: issue regulations for the.e$ficient enforcement >of 

the FIX& Act.‘ 

II. Highlights .of the Fin&l Rule 

The key features of this 'final rule are as follows: 

a Anofficer or qualified: empl>oy,ee .of\ TDPmay order the 

detentihn of food for.up to 30 calendardays if FDA has ' 

credible evidence or information that the food presents & 

threat of serious"adverse health conqequences or death to 

humans cr animals. 

l FDA's District Director in ,the district ,in which the 

article of food is loca,ted, or an FDA official senior to 

such director, must approvea detention order. 

0 FDA may,require that the detained article of food be 

labeled,.or marked.as detained wit,h offic%al FDA tags or + 

labels.! FDA;s tag or label ,will include, among other 

information, a statement that the article of food must not 

be' consumed, moved, altered, or tampered with in any manner 

for the"period shown, without'the written permission of an 

authorized FDA representativeT 

e A'violation of a detention order or the removal or 

alteratjon of the tag or label is-a prohibited act. 

I  
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l FDA wil,l: state in the detentioh order the location and any 

applicable conditionsunder which th@ food is to be held. 

e If'FDA determines that removal to a secure facility is 

appropriat,e, the article of food must be removed to a , 

secure facility. An article of food mov+to a secure 

fac~ility remains under detention before,,during, and after 

such movement. 

l FDA may 'approve a.request for modif'iqation 'of a detention 

order'td permit movement of a detained article of food for 

purposes of destructi,on, movement to,a secure facility, 

preservation of the detained articlejof food, or any othdr 

purpose'that FDA believes is approp'riat:e. In any,of these 

circumstances, _ an article of. food m&y be-transferred but. I 

remainsunder detention before, during, and after the : 

transfer. 

l Any transfer of a detained article of fbod inviolation of 

'a detention order is- a prohibited acf. 

l Any gerson'who would be entitled to be a claimant for the 

article'of fbod, if seized&may appeal a detention order , 

and, aspart of that appeals process, may request an 

info~rmal hearing. If a heaFing is granted,. an FDA Region+1 

(RFDD) or another official senior;to "Food an@ Drug Director 
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a n  % D A  District Di rector  wi l l  serve  4s  th e  p res id ing  
i 

o fficer ,o f th e  hea r ing . 

0  Th is  s ru le  inc ludes a .ppea l  a n d  hea r ing  tim e fram e s  fo r  b o th  

per i shab le  a n d  nonper i shab le  d e ta ine#  a r t icles o f fo o d . 

0  Per i shab le  fo o d : , 
- A n  appea l  m u s t b e  " f i led wi th in 2  ca lendar  days  

,- 
o f receipt  o f th e  d e te n tio n  o rde r . 

-If a  hea r ing  is .re& e s ted~s in ..th e  appea l  a n d  F D A  

g ran ts th e  reques t, th e  hea r ing  wi l l  b e  he ld  

' wi th in Z .ea lenda r ,days  a ;ft+ r th e  d a te  th e  appea l  

is f i led. 

- F D A 's dec is ion  o n  appea l  wi l l  b e  i ssued 5  

ca lendar  days  a fter - the appea l  is f i led. 

* :Nonper ishab le  fo o d : 2  

- 

- A  n o tice o f intent to  f i le a n a p p e a l  a n d  to  1  

reques t a  shear ing  m u s t b e  f i led wi th in 4  ca lendar  

days  o f receipt  o f th e  d e te n tio n  o rde r . 

- A n  appea l  m u s t b e  f i led wi th in i0  ca lendar  days  
I ' 

o f receipt  o f th e  d e te n tio n  o rde r . 

-If a  hea r ing  is reques ted in th e  n o tice o f 

intent a n d  th e  appea l  a n d  'FDA .g ran ts th e  r e q u e + t, 

th e  hea r ing  wi l l .be he ld  wi i th in 2  ca lendar  days  

a fte r  th e  appea l  is fil,e d .' 



17 

-FDA's decision 'on appeal will be issued 5 

calendar days after the appeal: is filed, 

l The expedited procedures for ini~tikting certain 

.enfor&ement actions with respect'to.peFishable foods 

require FDA to submit a seizure reyommendation to the 

Department of Justice (DOJ) ,withinl~4 ,calendar days after ' 
/ 
‘the~detention order is issued, unliess extenuating 

'circumstances exist. 

0 Jonfirmation,of a detention order :by FDA1s presiding 

officer is: considered-final agency actijon.. ., 

1n'respc)nse to comments that were received, FDA has made" 

two changes to the proposed rule. First, the"required 

information in the detention order did not include the name of 

the authorized FDA representative who appqoved the detention i 

order. This is required informat,ion in this final rule 

(§ 1.393(b) (14)). Second, the proposed rule stated that, if a 

hearing i s requested in the appkal, and FDA~grants the request, 

the hearing will be held.within 2 calendar days after the date 

the app,eal has--been filed for perishable .food, and within 3 _ 

calendar days after the date the appeal has.been filed for _ 
,- 

nonperishable food I$$ 1.402(d)). This section III.I.2' of this' 

final r'ule is revised to state that the hearing will be held 

within 2 calendar days, after the date the!.appeal is filed for, 

both perishable and nonperishable" foods. ;Xn .addition, FDA has 

. 
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a lso  m a d e  clar i fy ing rev is ions to  th e  p rogedu res  th a t app ly  to  

a n  inform a l hea r ing  o n  a n  a d .m inistrat ive d e te n tio n , Rev ised  

8s  1 .403 (h )  & d  1 .405 (a )  p rov ide  th a t th e  rpreai . 'd ing o fficer m u s t 

issue a ,writ ten repor t o f th e  hea r ing , inq lud ing  a  p roposed  

d & is ian wi th a  sta,tem e n t o f reas 'ons . T h e  hea r ing  pa r t ic ipant 

m a y  rev iew th is  repor t a n d  st igge'st changes  wi th in 4  hours  o f th e  

i ssuance o f th e  repor t. T h e  pres id ing  o fficer wi l l  th e n  issue 

th e  fina l  agency  decis ion.  In  add i tio n , $ D A  has  a d d e d  

§  1 ,4 ~ 0 3 ;(i) a n d  (k)  to  clari fy th e  c o m p o n e g ts,,o f th e  

admin is trat ive re trord a n d  th e  record  o f th e  admin is trat ive ' 

p roceed ing . .W e  have  a lso  inc luded  clar i fy ing c o m m e n ts in  th e  

p r e a m b l e  to  th is  fina l  ru le.  

W e :,have  m a d e  two o the r  c h a n g ,es  to  th e  p roposed  ru le  in  : 

o rde r  to  avo id  con fus ion  with C B B .te rm ino logy .a n d  requ i remen ts. 

First, th e  p roposed  ru le  ,used  th e  te r m  "l im ite d ‘cond i tiona l  

re lease i?  to  re fe r  to  th e  p rocess  whe reby  @ D A  g ran ts a  reques t;:0  

m o d i fy a  d e te n tio n  o rde r  to  pe rm i t m o v e @ e tit b f a  d e ta ined  

a r t icle o f fo o d . T h e  te r m  "l im ite d  cond i tio n & l  re lease"  has  a  

di f ferent m e a n i n g  as  us 'e d  by  C B P . In  o rde r  .to  avo id  con fus ion , 

'we have , the re fo re  c h a n g e d  app l i cab le  sect ions, o f th e  codi f ied i in  

th is  fina l  ru le  to  el im ina te  th e  use  o f tp is  te r m , a n d  ins tead 

use  th e : te r m .* 'request fo r  m o d i f icat ion o f:.a  d -e te n tio n  o rde r .", 
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$eCond,,i§ 1.381(a) in the propose~d rA1e @rohibited delivery 

of a detained article of- food."to, another ~entity'under the _. 

execution of a bond." This section could,have been \ 

misinterpreted to prohibit delivery of anarticle to a storage 

facility j,ust because it is under a customs bond (as opposed to 

a penal bond), thereby potential,ly slowing the flow of trade. 

In the final ,rule, § 1.381(a) has been revised to make clear 

that the exi‘stence of,an appropriate customs bond required 

Customs; law and regulation does not prohi,bit movement of a 

detaineh article at FDA's direction. 

As noted in the proposed rule, FDA intend"s to define 

*serious adverse healthy consequencesN in a separate.rulemakinq. 

III. Comments on the FinalRegulation 

FDA received approximately 100 submissio,ns in response t& 

the proposed rule, and each of them raised one or more comments. ,I 

To make it easier to identify comments and FDA's responses tom 

the cornheats, the word Vomment ff will appearin parentheses 

before the description of the comment, and the word "Response'; 

wiZ1 appeArin parentheses before'FDA's response. FDA also has 

numbered the sets of comments to make it easier to identify a' 

particular iSsue. The. number assigned, to each" set of comments:is 

purely :for organizational pur@oses' and,does not signify the 

comment,fs value or.importance ,or the order in which it was 

submittied to% FDA's docket. 
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A. General C!ommqn$s 

(Cbmment, 1) Many comments state that :administrative 

detention should be limitee to use only when ,there is 

intentional adulteration tbioterrorism) against the food suppl'y. 

One comqxent indicates that administrative:deten~tions should be 

imposed'only ,when there~are no otlher means toprevent the 

product from,moving in commerce, e.g., when a responsible 

company'will not recall ar hold the produCt. SOme comments argue 

specifically'that we should continue to ~request Class I recalls 

in situations involving unin:tenti:onal ad@teu;&tion. One comment 

argues that we should not uses adm$nistrat$ve detention to deal; 

with imported food containing undeclared allergens. 

(R&porSel The Bioterrdrism .$ct gives FIX+ "the authority and 

flexibility to detain administratively articles of food for 

which FDA haq credible evidence or infoq$tion indicating that 

such article :presents a ‘threat of serious.iadverse health 

consequ&ces:or death to humans or animals. .~he.Bloterror~sm Act 

does not= limjt FDA's administrative deten$ion'authority to only 

those situations involving intentional adulteration. 

UnintenFional adulteration can pose the's?me threats of seriogs 

adverse health consequences or death. Th+e%ore, the agency has 

not cha:nged,the final rule-as recjuestedby comment 1 in section 

III A. ,of this document. 
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Inresponse to the commentthat FDA should only employ an 

administrative detention‘when voluntary 'ceope:ration is not 

ava.ilable, FDA believes 'that: a de,tention may.not be .necessary :if 

a firm tak.es prompt and complete voluntary-action, e,g,, in a 

Class I recall situation, However, FDA may nonetheless choose 'to 

detain administratively an article'of fo'&k that has been 

recalled. Circumstances under which FDA may choose to do so 

include‘, but:are not limited to, when there is concern that the 

food may reenter commerce. Thus,. FDA, will n&limit its 

authority to detain an article of food thAt pKesentk a threat.of 

serious adverse .health consequenc,es or de,hth tofhumans or 

animals. 

(Ccmment 2) FDA sought comments on whether it.s conclusion 

that it has authority to detain food in i@zrastate commerce 

administratively is correct, andif so1 whether the agency 

should use that authority. A few comment;+ agree with FDA's ; 

conclusionthat it has authority to impose anadministrative 

detentilon onjarticles of food that are only i-ti intrastate 

commerce. One comment is conc,erned about .the bro,ader 

jurisdiction&l implications of. FDA not me:eting the interstate, 

commerce, criterion. Another comment.a.rgue@ th+ FDA's conclusion 

that it; has autho‘rity to detain food a&ministrativelythat do&s 

not enter interstate commerce is inconsistent with limitations 
. 

imposed by the commerce clause' of the: U.S, Constitution; In 
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response to WA's assertion that Congress; in the Bioterrorism 

Act, gave the agency authority to detain, foodadministratively 

in intrastate commerce, thi;s comment states that the commerce 

clause genera1l.y restricts Congress' power to regulate purely 

intrastate commerce,.and'that Congress cannot delegate power to _' . 

FDA that it does not possess. The commentargues that FDA should 

have assumed .that,Congress'did not intend;to.violate the 

Constitution, and that FDA s,hould. amend the administrative I 

detention.provisions accordingly. 

"_ Another:comment argues that the agency's use o,f 

adminisitrative detention authority on articles ,of food that are 

engaged only in intrastate commerce challenges long established 

federal and state juris,dictionalboundaries. This comment 

further states that, under these new regulations, FDA is moving 

into arieas delegated to state'control under the enabling statute _' 

I and the: lOth,Amendment to the U.S. Constitution, and that by 

proposi;ng this regulatory scheme, .the agency can avoid .and 

circumvent the very safeguards establishekl to provide against. 

rampant unauthorized expansion of federal- authority. 

(Response) Inthe preamble to the.proposed rule, FDA 

tentatively concluded that all food wouldl be'subject to 

administrative detention under ,section 30$ of the Bioterrorism 

Act if 'the agency has credible evidence or information that the 

food presents a threat of serious adverse; hea,lth consequences'or _I 
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death to humans or animals, whether or not the'food enters 

interstate commerce. FDA is mindful that our .interpretation of 

the Bioterrokism Act should not cast doubt on the ^ 

constitutionality of the statute. (See Solid. Wa'ste Agency of 
~ 

Northern Cook County v. U.S.., 531 U.S. 15.9 (29.01).) The agency 7 

has considered the relevantprovisians.of:the 'Bioterrorism Act, 

the comments:submitted on this issue, FDAjs responsibilities in 

implementing!the Bioterrorism Act, and the law interpreting the 

commerce clause of the Constitution (Art.(I, s~ection 8). Based 

on these considerations,~ FDA does‘not change its conclusion that 

it has the authority to detain food administratively tha"t doe4 

not enter interstate ,commerce. 

Section'304(h) of the FD&C Act, as added by section 303 of 

the Bioterrorism Act, provides that: 

Anofficer ,or-qualified employe+ of th.e Food 

and Drug Administration may or&r the 

detention, in accordance with:this 

subsection, of any article of fbod,that is 

found during an inspection,.examination, or 

investigation under this Act, cobducted by 

such officer or qualified employee,. if the 

officer or qualified Employee has-credible 

evidence or information indicating.that such 

article presents a threat of.sekious Adverse 
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.health consequences or death to:humans or 

ankmals. 

This laqguage does ndt include a Itim@zat$on similar to that 

in section 3,G4(g) of the FD&C,Act providing f-or administrative 

detentions of devices during inspections conducted under section 

704 of that act (21 U.S.C. ~374), 'a provis$on that has an 

interstate cqmmerce coniiponent, In addition, the prohibited act 

related&to administrative detention of food, section 301(bb) cf 

the FD&C Act, unlike some other-prohibited acts in section 301, 

does not include an interstate commerce compo.nent. Accordingly, 

FDA concludes that the Bioterrorism Act, ,does got limit 

administrative detentiononly to those foods that enter 

interstate cc)mmerce. 

Coagresi's constitutional,power to legislate under the : 

commercqz clayse is very bread.. Rqwever, s$ch power is not 

without limits, see, e.g., United .States.v. Lopes, 514 U.S. 549, > _' 

567 (1995); ~.s..v. Morrison, 529 U.S. SS,&, 618 (20001, and 

these limitsihave been construed in 1ight;of relevant and 

enduring precedents. In particular, in Lopez, supra, the I 

Supreme: Court acknowledged the continuing;vitality of W ickard<v. 

Filburn, 317U.S. 111 C1942), noting that, "although Filburn's 

own cor&ribution to the demand fbr wheat &ay.@ave been triviai 

by its&f, that was not ',endqgh to removk him from the scope of ,' 

federal, r%&.atzion where, as here, hils co.~tr+$ution, taken 

. I  



together with: that of many others similar4y situated, is far 

from trivial.'" 514 U.S. at 556. This prin,c,ipPe -applies to the 

administrative detention, provision of the ~Bioterrorism Act. 

Administrative detention prevents, the movementof food where , 

there is credible evidence ar jnformationthat the food presents 

a threat of serious adverse health conse:Quen%,es or death, Even 

if that food'is so-called "'intrastatefi f,ood, the collective 

impact of that food on interstate.commerce issuch that FDA 

believes Congress acted within its potier,under the commerce ' 

clause when i!t en+cted.legi@a,tion subjecting that food to 

administr$tive detention. 

FDA's conclusion is also consistent, $th$ec$ion 709‘of the 

FD&C Act, which states that, in an* action &enforce the FD&@ 

Act’s requirements respecting foads, drugs, devices, and 

cosmetics, any necessary connection with $nterstate commerce 2s 

presumed. Likewi-se,x this outcome‘is consistent. with Congress' 

goal in enacting the Bioterrorism.Act becguse the potential harm 

from bibterrorist attacks or other food emergencies can be 

great, whether or not the food moves from'one state to another. 

The usefulness of the ad'ministrative dete>ntion authority also 

can be significant in food emerge-ncies where interstate shipment 

has not occurred. was a practical matter,;FDA believes that this 

decision should h&e little if'any impact-,on whether a given 

food is subj,,ect to admini;strative detenti.& because virtually~ 1 
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all food manufaotured, processed, packed, itransported, 

dis tributed, 'received,, held, or imported,,)moves,, or is  

considered to move, in inters tate commerce. Accordingly , FDA:is  

reta&&g its  conclus ion that it has the authority  to detain tiny  

food adminis trz+tively  when the agency ha:s icredible evidence or 

information that the food presents a threqt of ser ious  adverse 

health conse&ences ordeath to humans or~:animaxs, regardles s :of 

W hether' that food enters inters ta'te commerce,. 

(Cbmment 3) A few comments s tate that FDA should make c lear 

that the detention of cargo alw&s shouW be managed so as to. 

minimize deL&y or interference w ith the.orderPy movement of an 

oceango5ng vessel or other conveyance:Th$y nete that this  

c larifi:cation w ill be c @ s Ps tent % ith the,intent of the 

Bioterr&ism'Act and FDA!s re$"at,ionshi.p w+th:,C&L,These comments 

s tate t:hat t&e Bioterrorism Ac t grants FDAlimited detention 

authori;ty , which shotild notbe interpreted .as  expanding the ; 

agency% authority  to inspedtand detain Pmported food-on a 

vessel at a port of entry when this  autho$ity :belongs , in the 

firs t i,ns tance, to CBP', These comments.note FDA's acknowledgment 

in our proposal that it intends , .primas fl@ , to continue to 

regulate impqrted food in conjun&ion.with CB'P and under section 

801(a) ,of the FD&C Ac t,. They also"note that the provis ion in 

section 303(g) of the Bioterro%r ism Ac t, which allows  anofficer 

of qualifZed:employee of FDA to N* * *r&&es t; the Secretary of 



Treasury to hold the food at the port of entry for a reasonable 

period of time, not to.exceed i4 hours., fbr the- purpose of 

enabling the.Secretary to inspect, examine, or investigate the 

article as appropriate" further confirms that the authority to 

detain cargo.on board a vessel remains prima&ly with the CBP 

service: and not FDA. 

(Rksponse) As stated in the background s&ion I. of this .' 

rule, because of the authorities available td FDA and CBP to 

control: the movement of imported .food und+r section 801(a) of j 

the FD&C Act and various. provisions of title i9. of the U.S. 

Code, FDA does not foresee frequently using administrative 
, 

detention under section.303 of the Pioterrorism Act to control 

.the movement;of imported.food subject to those authorities. i 

However, it is within FDA's authority to aet&in food under 

section 303 of the Bioterrorism Act that has been df'fered for 

import into the United Statescupon credib-$e'evidence or 

informa;tion that the article of food presents a threat of 

serious, adverse health consequences or death to.humans or 

_I 

_t 

animals,. Consequently, FDA may,detain impbrt.ed food cargo on 4 

conveyance under section 383 of the B,iotekrorism Act. If FDA I 

detains imported articl,es of food on a conveyance, we will 

5; consult: with<CBP to minimizes the disruptibn of the conveyance 

movement in trade. 

(Comment 4) One comment ,indicates thbtmost tank truckloads 
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of food'are sealed at all openings and'that these seals will be 

broken by FDA inspectors who investigate a suspected problem 1 

load. They state that, in the bulk food trucking industry, "a 

equals a rejected load. 1( The comment requests that broken seal 

FDA develop a process whereby an FDA re@resentative *who breaks a 

seal to: gain'access to a load.that is found ,not to present a : 

problem~would then reseal the Ioad,with fan FDA: seal and so 

indicate it on an offic$al:FDA document.‘ While not required to, 

a receiver may be more inclined to accept: the load. 

(Rssponse) FDA agrees in part with this comment, but is not 

sure-whkt ismeant by an official document upon--resealing. Under 

current, practice, which will be continuediafter the effective: 

date of' this.rule, whenever FDA reseals a:conveyance (e.g., a 

truckload of goods) after an,FDA'inves$igator,has broken the I 

seal to examine the goods, the FDA investigator reseals the 

conveyance with an of~ficial FDA metal- seaX. An FDA document does 

not accompany the metal. seal because the -J?DAseal is the 

oEficia:l indication that FDA hasopened and resealed the 

conveyance. Qur internal practice is to record the number of the 

seal in, the investigator's,official notesi \I 

(Comment 5) A couple ,of,comments suggest that FDA should, 

avoid implementing a "one size- fits all." rule far tcansportatj-on 

providers toaccommodate the operational: differences within the 

transportation industry. These comments suggest that, instead; 
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F D A  shou ld "examine  th e  o p e r a t isonal  capabiZ i t ies ,a n d  re& i ties  o f 

th e  di f fer ing transport .m o d e s  to  fo rmu la te  m cjde-,speci f ic r u l e& , 

as  is cp r ren tly,be& n g  d o n e  by : C B P  fo r  th e ; T rade  A ct o f 2 0 0 2  

(T rade  p e t). These  c o m m e n ts fu r the r  sugges t th a t th e  agency  

work  c losely-wi th C B P  to  ensu re 'th a t any  rules,  fo r  impo r ta tio n  

a n d  expor ta tio n  o f fo o d  d o  n o t con flict w !ith : C B P  requ i remen ts . 

T h e  c o m m e n tsY sugges t .th a t F D A  work  wi th C B P  to  take  a d v a n ta g e  o f 

th e  c ross-border  supp ly  cha in  secur i ty p r o g r a m  a l ready  in  p lace , 

to  avo i ld  b u r 4 e n s o m e  dupl icat ion--of  e ffo r t 

(Response)  F D A  does  n o t a g r e e  th a tit is- necessary  to  a d o p t 

di f ferent admin is trat ive d e te n tio n  requ i remen ts ,fo r  di f ferent 

m o d e s  o f t ransport .  T h e  T rade  A ct dea ls  wi th advance  n o tice o f 

ite m s  ar r iv ing in  th e  Un i te d  S ta tes , n o t *it-h d e te n tio n  o f 

p o te n tia l ly unsa fe  fo o d  to  ensu re  it does 'n o t m o v e  into 

d is t r ibut ion:pending th e  f i l ing o f a  cour t ac tio n . Congress  

speci f& cal ly :d i rected C B P  to  cons ider  di f ferent ~ a d v a n c e  n o tice 

tim e fram e s  fo r  ite m s  ar r iv ing o n  .di f ferent m o d e s t o f t ransport  

le.g., i truck, air, vessel ,  zai l).  Th is  Cbngeess iona l  d i rect ive 

d id  n o t ex te n d  to  ac tions  taken  hy  F D A  to i  i m p l e m e n t sect ion 3 0 3  . . 

o f th e  ,B ioterror ism  A ct. In  th e  i,m p l e m e & a t+ ~ o n  ,o f sect ion 3 0 3 , 

di f ferent t ransport  *modes  a re  i . rre, levant because  fo o d  subject  to  

admin is trat ive d e te n tio n  wi l l  e i ther  b e  d e ta ined  in  p lace  o r  

d e ta ined  by  o fflo a ~ d i n g  it from  th e  t ranspO rtm o d e  a n d  

transferr ingi i t  to  a n o the r ,facilJ.ty. Th is  is t rue regard less  j' 
o f 
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whether.the m ode of transport is truck, 'air, vessel, or rail. 

FDA wilz continue to -work with CBP to coordinate actions at the 

border. 

(Com m ent 6) One com m ent st&tes.that bulk transportation cf 

food products, in tank trailers and dry bulk trailers is ,, 

significantly different from  packaged or prepared food 

transportation. This com m ent urges FDA to/recognize these ' 

differences either in the language of the:.regulation, or by a 

separate section strictly dealing with,bu~lk transportation. 

(@esponse) Section 1.393(b)(S) states that FDA m ust include 

in the detention order any applicable congitions of 

transportation of the detained.article of; food. FDA will take 

into consideration the m ode of,transportation,being use.d for the 

detained product, and the form  in which the article of food is 

being t;ransported, e.g., packaged or dry +x..xl.k., when setting 

forth t:heFe conditions. 

(Com m ent 7) W ith respect to detained: shipm ents of import&d 

food, &e com m ent believes that FDA. shoql$i work with CBP to 

immediqte$y &ontrol these ,fqods, and to pgogram  CBP's Autom atic 

Com m erciaJ System  (ACS) and Autom ated Broker Interface (API) to 

not issue a CBP rele&? for any such shipbent. 

(l!+esgonse) When imported fdbd at thei border is found to ; 

warrant adm i+strative de'centiog under,.seFtion 304(h) of the 



FDGrC Act, ,FDA will continue to work with @BP as the agency 

currently does with respect to.section 80$(a) \of the FDW Act, 

FDA will issue a detention order 'under $$§:I.392 and 1.393, which 

will specify'the terms,of the‘detention. Under § l..393(b) (9)< 
J 

the order will include a statement that "thearticle of food is 

not be consumed, moved, altered, or tampered*with in any manner 

during thedetention period, unless the ,d&tention order is first 

modified under § 1.381." Accordingly, FDA does not believe it 

is necessary:,to communicate detentions through ACS or ABI. 

(Comment 8) One comment is concerned,labo$z where imported 

food will be detained. The comment describes FDA's current 

procedures of only detaining imported food at t-he port where the 

consumption entry,is filed with Cg?, w+iz@ may not be the port 

of arrival. Currently, imported food is detained at the port 

where the c;onsumption etitry isfi3;ed after FbA receives the : 

declaration '?nd the Operational and Adm"in$strative System Import 

Support deelqration is made.- The comment $ants this procedure:.to 

continu& unchanged. 

(R;esponse) In this comment., the person is .describing FDA's 

current: procedures for refusing @missionunder section 801(a) 

:: :: 
of the iFD&C Act. In the-event, that, imported food,is detained 

adminis;tratively under section 303 of thei Bioterrorism Act, the 

product would be detained as soon as FDA had credible evidence 
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o r  in fo$matkon, that  th e  fo o d  p roduc t p o s e d a  th rea t o f.ser ious  : 

adverse 'hea l .th  consequences  o r  d e a th . Th is  cou ld  p resumab ly  

occur  wh i le  th e  :p roduc t was  still a t th e  $o r t o f,e n try w h e r e 'th e  

'g o o d s  ar r ived in  th e  Un i te d  S ta tes . Thus , it is conce ivab le  

th a t F D A  cou ld  admin is trat ively d e ta in  a ' fo o d  p .roduct a t th e  

po r t o f e n try tihe re  arr iva l  took  'p lace ; th e  po r t o f des tin a tio n , 

q r  any  locat ion in  b e tween:  Th is  is,consistent wi th th e  pu rpose  

o f.admin is trdt‘ive d e te n tio n , wh ich  is to  ,ho ld .: inp lace,  a n d  

p ro tec t. aga ins t any  m o v e m e n t th a t cou ld  l ead  to  fu r the r  

distr ibut ionof,  th e  fo o d  th a t poses  th e  th rea t,o f ser ious  

adverse  hea l th  consequences  o r  d e a th  to  h u m a n s  o r  an ima ls . 

U n d e r  §  1 ,393 (b )  (7),  th e  d e te n tio n  o rde r  wi l l  specify, the 

address  a n d  locat ion w h e r e  th e .a r t icle o f,fo o d  is to  b e  d e ta ined  ,. 

a n d  th e : app rop r ia te  s torage cond i tions . (  

( C o m m e n t 9 )  O n e  c o m m e n t s u g g ~ e s ts .th p t the i r  wri t ten 

c o m m e n ts can ia t bes t on ly  h igh l ight  s o m e  o f th e  issues a n d  

; 
_ f 

impl icat ions ra ised  by  F D A 's p roposa l .. ,Th& c o m m e n t fu r the r  

states th a t the lbes t way  to  address  these ; sub$ac ts is th rough ia  

work ing$  g r o u p . th a t br ings,  to g e the r  m e m b e r s  o f. th e  t rad ing 

c o m m u n i ty'with.off icials from  F D A  a n d  C B P :, Ii?  a ~ m e e tin g  is n ? $  

possib lb,  th e , c o m m e n t' r eques ,ts to  sched$ -&  a  ,m e e tin g  a t F D A 's/ 

ear l iest  conven ience  to  fu r therd iscuss  th e  - m a tte r . 

(Response)  F D A  conduc te d  ex tens ive  .o u t reach o n  th e  p roposed  

-. 
admin is :tra*t ive d e te n tio n  rule,  inc lud ing  a ttend " i ng  in ternat ional  

. 
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and"domestic ymeetings to ensure that affe$ted'parties were aware 
; 

of the Bioterrorism;Act administrative detention requirements 

and understood the prop,osed requirements so that they could 

provide meaningful comments. On May 7, 2003, FDA held a pub&ii: 

meeting: (via:sateLlite, downlink) to discuss 'both the 

admini&rat+ve detention and recordkeeping pjroposed rules. (See "j 

68 FR 1699.8,'April 8~, 2'003 or 

http://m.aoces,sdata.fda.g.: ov/scr~pts/oc/-bhrmS/;adv~splay,cfm1) 

The live broadcast was avai.Pable to part?bip-;t@s in North /. 
America', Central America, and South Ameri@a, -and the Caribbean. _' 

-3 
The meeting was later rebroadcast, to Eurohe, SouthernAfrica,: 

Asia, a-nd the Pacific. 'FDA also,has posted transcripts of the 

broadcast inEnglish, French, qqd Spanishl (the three official, 

WTO languages) on the agency'sweb site. 

(Comment 10) One comment is concerned that pet products 

will be administratively >detained due to unwarranted associatjon 

with countries or geographic areas that-may face animal health . 

or food safety emergencies. Another comment questions whether. 

FDA's adm:inistrative detentionauthority hppliesto transit 

shipments in,the United States, ide,, goods in transit through 

the Uniited States that are not declared for U.S. consumption. 

Another comment asks what relationship or: obZkgation has been, 

established:bstween the Bioterrorism ic,t &d,h&zard analysis and 
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cri t ical con trol po in ts ( H & C C P )  -and  g o o d  m a n & a c tu r ing  praet i&es  

( G M P s ) ,. 

(Response)  F D A  can  d e ta in  a n  a r ticlk o f.fo o d  

admin is trat ively on ly  if F D A  has  cred ib le ,ev idence o r  

inform a tio n  +nd i ca tin g  th a t'such  a r t icle $ q e & n ts a  th rea t o f, 

ser ious  adverse  hea l th  conkquences  o r  dek th  to  h u m a n s  o r  

an ima ls . T h a t is th e  s tandard  th a t m u s t b k m e tl fo r  

adm in iq trat$ve d e te n tio n  o f al l  fo o d , inc ludfngpet  fo o d . F D A : 

a lso  has  a u thor i ty to  d e ta in  admin is trat ively any  fo o d  in  th e : 

: Un i te d  S ta tes  th a t m e e ts th e  s tandard  fo r ;,a d m i ,nistrat ive 

d e te n tio n , inc lud ing  transit - sh_ ipmen ts'o f; fo o d . Final ly,  it is 

n o t- c lear  w h a t ism e a n t by  th e  te rms  V i re lk ionsh ip"  a n d  -  

"ob l iga tio n  II-wi th respec t to  ~ th e .B ioterro@ s m :A ct a n d  E % A C C P  a n d  
' : 

G M P s. 'FDA has  a u thor i ty to ,d e ta in  fo o d  admin is trat ively w h e n , 

th a t fo o d  .m e e ts th e  s tandard  fo r .:a d m i n $ s & a tke d e te n tio n , 

Y  regard less  O E  h o w  th e  fo o d  c o m e s to  m e e t fzh a t. standard,  e .g .,'by  "  ?  

fa i lu re  to  fo l low G M P s-, as  th e  resul t  o f kxt 'ac t o f b io ter ror ism,  

e tc. % D A 'sde,c$sion t,o  emp loy  admin is tea)z ive  .d e te n tio n  o r  o the r  

app l i cab le  a u thor i t ies u n d e r  th e  F D & C  A ct' wi l '_,be m a d e  o n  a  , 

case-by-case:bas is  depend i i zg  o n  th e  fac ts; o f e a .ch pa r t icular'  

case . 

( C o m m e n t 11 )  O n e  c o m m e n t asks if, F D A  is sugges tin g  th a t: 

carr iers,  wa rehouses  a n d  o thers  in  th e  supp ly  cha in  p rocess  m tist 
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adhere to specific security standards,~an$ if so, suggests that 

such standarcjs be clearly identif,ied. : 

' (Resp-onse) This final rule does not es.tablish general 

requirements or guidance relating to specific. security standards 
_ 

or practicesfor carriers, .warehouses and,others in the supply 

chain. Fowever, FDA‘recentPy published several. guidance 
. 

documents concerning preventative"food safety measures that 1 

individual firms may wish to consider as they.develop their oqn 

security meakures. FDA!S guidance documents can be.found on the 

agency';s Website. (See 

http://:@ww.efsan.fda.gov/-dms/fsterr.html;) If FDA does issue a 

detenti'on order, the order would-contain the address and 

location where the article of food is to. be detained, and the 

appropriate storage conditions. 

(Ciomment 12) One commqxt indicates that if an officer i 

detains a product in temporary hold for 28 hours, then the to,tal 
:, 

time invested in the.appe~al ,and hearing proce,ss will exceed the 

timef r%rne for. perishable foods. This comment asks F'DA to specify 

7 days :for the detention process from the; formal detention ,until 

the final resqlution or termination based;,on the definition for 

perishable food, which is that the qualitk~of the product is ' 

adversely affected after 7 days of storage. The comment states 

'that a iproduct'that has beenunder a ~tem&rary hold and detained 

for 7 days will exceed the useful time of,a perishable food. . 



Another'comment states that FDA must‘ take into account the I 

24-hour, period of the temporary hold in the .detention time of:30 

days. &other comment states that they dolnot challenge the 

right o,f FDA!to inspect food produc,ts at the border, but that, 

in thei:r viey, the 24 hour temporary hoXd,is+n unreasonable : 

time to force a truck and driver to wait EorF:D& to conduct an 

inspection and issue a decision. This comment indicates that the 
.' 

proposed recordkeeping rule.w5il require comp&ies to turn over 

records to FDA within 4 hours dluring normal-business hours, and 

8 hours on evenings and weekends, and suggests that, if FDA is ', '. 

willing to impose such short timeframes on in"dustry, then it 

should 'also be required to adhere to them in.the conduct of its i 
i own operations. 

Another comment suggests ~that the gu,&dance~.on temporary 

holds should: be made available 4s soon ,as: possible because there 

is no explanation about why FDA -must ask specifically the ' 

"Secretary of Treasury" to institute the temgor<ary hold. This 

;; comment st,ates that it is not clear if the a.Aternative exists: 

' for the "Secretary of Treasury" to design?te ore to enable 

someone wLth.proper skills to replace him! when he is' not ; 
L. 

available. A few comments state that the; pmposed provision for 

the temporary holding of imports for 24 hburs 'is open to abuse. 

They indicate that not only is, there no c'omparable provision For 

domestic products, but there is a real risk that the provision 
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could qrtcmnt~to a "holding bay" for import inspections while FDA 

resources are used to deal,with-domestic +lerts elsewhere. 

(Resppnse) As indicated in the background section I. of‘ 

this rule, the temporary.hold provisions authorized in section 

303 of :the Bioterrorism~Act are outside the s&ope of this 

rulemaking. EDA plans to consider these comments as we develop 

our approachion how best to implements this prbvision of the 

Bioterrorism Act. 

FL+ notes, however, that the period 'of detention for 

admini&ratiGe detention under section.303 of the Bioterrorism 

Act d"oes notbegin until the ldetention qr@er 5s issued. 

(Comment 13) Several comments ask th+t the, implementation 

date of' these regulations be pushed back because the, new 

authorities are extensive and the timeframe for implementatioti 

is unusuallyquick for such a sweeping,chpnge‘. Furthermore, the 
._ 

comments state that the. proposed timefram$?s 'are not sufficient 

for producers in.exporting cpun.tries to a$iapt their'products to 
"I 

the re~cjuirements of the Bioterrorism Act,: and will result in j 

unnecessary posts and delays. 

(Response) Even if FDA delayed implementation of the 

regulations, the authority for administrativedetention is sel-f- 

executing an4 currently in effect. In additioti, FDA believes 

that it is in the public's ipterest to implement the~se 
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regulations as soon as,possible.Jto facilitatethe resolution of 

administrative detentions. 

(comment 14) One comment ind.icate.s that ,the,new re,gulations 

are burdensome and overl,ap with current r&quirements under parts 

7, 110, 123, *and,1240 (21 CFR'parts 7, ils, 12,3, and 1240,). This 

comment‘ states that if these ,provisions 'were properly 

implemented, <they wou'ld be more'than ads&ate to address 

concerns FDA,may have with rapid 3ocation;of affected product' 

and ingredient traceability that 'are the 'major concerns with I 
"this new provision. Another comment states that FDA's 

: 
Investigations Operations Manual (IOM),~subchapter 750, 

describes the procedure that FDA must follow currently for : 
.* 

detention activities and that the new reg.ulati,ons do‘not appear 

substantially'different. Another comment iuestions the need for '/ 

,this rulemaking -because it ap.pears that FDA qonsiders the 

threshold for detention to be equivalent to the standard for 

initiat.ing a Class I recall. 

(Resgon+e) FDA .disagrees.wi.th these:comments. The 

regulations in parts 7, 110, 123,.and l24!, and subchapter 790 9 

of the IO&?, do not address admin,istrative deten~tions of foad : 

under s;ection 303 of the Bioterrorism Act, Further, the 

reguIat;ions 'cited in the' comment.are not based, on the 

substan;tive Ftandard for administratiire detenti"on under section 

303 of the-Bioterrorism Act, which is t&t thk detained article 

. 
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.of food,presents a threat of serious adverse he@th consequences 

or death to humans or animals. 

(Comment 15) Numerous'comments ask that FDA provide 

compensationjfor losses incurred as a result of a detention. 1 

Some comments refer to detentionswhere the product is 

eventually released, but is no longer marketable. Other comments 

want compensation. for detentions in which:damages are incurred 

as a result of any detention,~ i,"e.i including d,etentions where I 

the product is confirmed to present a threat'of serious adverse 

health consequences or death to humans 'oran&mals. Another 1 

comment: states that the regulation does not adeq,uately address 

the legal and financial res@o,nsibility,fok.the disposal of food 
i 

as a result of the threat,it pressnts.,This comm,etit suggests 

" 

that an entity with a vested inte'iest in the &oduct, e.g., the 

owner, kould;bear the responsibility, and.Lthat failure on the: 

part of the food product.o&er to pay. storage, handling and 

related costs should be considered a violation of the FI&C Act. 

One commentargues that, rather than adding to industry's burden 

for food security, we‘should provide gove.rnment funding to help ., 

industry institute measures to improve, food -security. 

(Response) 'Neither the F‘D&C Act nor'the.Bioterrorism Act 

provideg for,damages or other costs associatedwith 

_! administrative detention, In addition, the failure to pay 

-: ^‘ 
storage', han@lin~, and* related costs is‘not a,~violation of the 

, 



FD&C Act. W ith respect.to the comment that FDA should provide 

government funding to help industr,y institutes measures to 

improve food,security, that issue is beyond the scope of this' 

rulemaking and would require statutory ~&$horiaation and 

appropr.iations. 

, 

(Cgmment 16) A few comments suggest. that,.the rule should: 

require: that,FDA determine the party acttia"lly.responsible for, 

the threat akainst the food and~define:.thei.r~.,re~sponsi.bility. One 

comment indicates that ‘FDA must consider that \the party ._. 

responsible for the t,hreat could be a th.ird party, i.e., a party 

not included'in the,importation or ,distribut$on of the product. 

Another comment asks who will be held res'ponsible in the case, 

where a product is packaged in'bwlk in on+ country and 

repackaged,in another country for.export to the United States; '., 

One comment &sks how FDA wi$l,differentiate between an actual, 

threat ,and a:hoax and if it wifl matter:. pother comment asks 

what penalty,exists for the supplier of syspect shipments, 

Another comment requests that FDA provide; theowner of the food 

with information about the'threat even ifi the credible eviden?e 

is .classified information. 

(Response) The B.ioterrori;sm Act allobs FDA to de,t,ain : 

articles of food ,for which the agency has: credible evidence or 

information that the food presents a threht of serious adverse 

health consequences or death to humansor an5ma3.s. It does not 



require: FDA to determine who is ,responsib$e for the threat in, 

order to detain the product. 'Whether the'person responsiblk for 

that threat or the person responsible for,supplying the suspeat 

articles of food may be,held-liable or subject to criminal 

prosecution under other statutory provisions,is beyond the scope 

of this rulemaking. 

The purpose of any FDA -investigation is' to determine and' 

document facts concerning a particular isiue so that the agency ’ 

can make informed and sound decisions. FDA cannot rule'out the P 

possibi+lity that a hoax could give rise to an administrative j 

detention 

determine 

fact that 

and, in eva,luating the evidence, or inf,prmation to 

whether ,it is credib~le, FDA intilT be mindful of the : 

hoaxes do occur. 

In, response to the tiommentthat FDA provi.de the owner of, I 

'the food with info&rtation about the thrdat even if the credibfe 

evidenc;e is classified, information, we ~$1 p.rovide a statement 
'I 

of the :reasons for a detent&on in the detent&on "order, but we' 

will not divulge classified information to those without the 

proper .security clearance. 

(dommerylt 17) Many comments state thbt industry is S 

motivated to cooperat"e with FDA to protect consumers and 

maintailnnat$onal security.iriterests in the event of a real 

threat, They:indicate that it is imperatibe:that FDA and 

industry work together .as a team to quick?y address such 
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occurreticqs. "These comments stat.& that FDA mu,st devise a clear 

communicat ions strategy and that the agen$y-should test such i 
_' 

plans to make sure that they will work'.seamlessly. 

(Response). These comments are outside the scope of this i 

rulemaking. W e  agree that it is imperativh that FDA and industry 

work together to protect the U-S. food supply.. The agency 

recognizes the cooperation and effort that the industry has ; 

already, shown in the area of foad.sa,fety,and security. One suoh 

example,of industry and FDA partnering to'protect the U.S. food 

supply'was in the development of a Food Security Guidance that 

food producers can use if they choose to,+mprovethe protection 

of their products against tampering or terrorist actions. (See 

http://www.cfsan.fda.gov/-dms/fst,err.html~j FDA ~also- agrees that ,, , 

it is imperative to have cl&as-com,municat$.on strategies in place 

and to test such plans 'to ensure that they wi$l be effective +n 

the event ofIa bioterrorism or,oth,er foodyrqlated emergency. W e  

have (be&n developing plans .in this area,and continue to examine 

other pbssibie ways to bettermanage foodiem&rge,ncies and 1 

consult.with industry on this. 

': (Comment 18). One comment states thqtl development of 

reasonable preventative measures and appqpriate responses, 1 

including rationa$ governmental activities that a,re effective' I 

within 'every facet of the food system,'ar$ critical to 

prqtecting public safety. This comment.a@erts, that, to be 
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effective, these measures must. be .driven by the public and the 

food industry, not by regulation., 

(Response) This comment is, outside (0-f the scope of this : 

rulemaking. 'As stated in FDA's response to the previous 

comments, the agency recognizes the outside cooperation and 

effort that have already been shown in the areaof food safety 

and security. However, FDA also believes: that it is important 

for the: agenoy to implement the statutoryprovisions on food 
. 

safety bnd to fulfill its statutdrymand+$es, concerning food 

safety. FDA'will provide* origoing opportxnities 'for consumers; 

industry, state and local governments,. and other constituentsito 

keep informed of, and involved in, the ag&ncy's activities j 
_ 

related to the development of preventativh measures and 

respond;ing to a threatened or actual bioterrofist attack on the 

U.S. food su@ply or to other food;related:em~rg~~~ies. Before 

issuing the,proposed rules concerning ssc$io.ns.303, 305, 306, : 

and 307, of the Bioterrorism Act, the agency provided an 

opportuhity for constituents 'to identify con&rns and suggest' 

ways toi address them. It is imperative t,hat PDA and its 

constit&nts'work together to protect the1U.S. food supply. 

(Comment 19) Some comments d&sert that the regulation is: 

burdensome, Fostly, disorim&natory, and-w+11 have a negative : 

impact on foreign trade. One comment states k@at this negatiye 

impact Will likely result in negative ram$.fiqations for U.S. 



food exports <because the future may well fir&retaliatory trade 

restrictionsplaced upon U.S.. exports as a direct result of the 

regulatory~requirements ,generated from the Bioterrorism Act. 
_' 

(R$sponse) In drafting the fjnal Q..G$, EDA structured the 

rule to: be consistent with the statutory mandates of the 

Bioterrorism!Act. FDA carefully considered comments received, 

regarding the burden imposed.by this ruLe, 'including its impact .' 

,‘ on jntetinational trade. 

(Cpmmen! 20) Several comments ask that FDsl provide clear. 

guidance and training to industry personnel at- al1 levels and , 

agency 'field personnel about the :$rocedures qpr implementing‘the 

f '2 > 

'* regulat.lon. A few comments suggest that an easy to follow guide I *. 

for the, appeal process would be desirable; A#,few comments 

i 
request that:FDA establish consul.tation services at U.S. 

embas,si& st$ffed.with speakers ,cf various different foreign 

languag<es, such as Japanesez and Spanish, &+that the 

Bioterrorism;Act and all ,documents assocYated:with the detention 

be accompanied by official translations Xc facilitate . 

compreh,ension and proper use. Jhe'comments suggest that we 

disseminate the trans.&ted material on auk ,WM :site and by other 

means. 

(Response) FDA conducted extensive‘outreach on the -proposed 

admini@rat+ve-detention rule, including -attending international 

-and domesticmeetings, to.ensure -that ,dffect,ed parties were .a 
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1 . ’ 

aware of the :Bioterrorism  Act adm inistrative d~t$mtiOn 

requirem ents. 
-i 

FDA plans sim ilar future outreach efforts. M ore specifics 

regarding our outreach activitieswill be'included on FDA,'s Web :'- 

site at.http;//www.fda.qov. i *  
FDA also plans training for its field personnel on the 

adm inisitrative detention procedures. 

FD& does not have the-resources to,establish consultation 

services at U.S. embassies staffed with.s$eak&rs of foreign 

languages, or to provide official transla$,ions of'all docum ents 

associated with a detention and the Bioterrorism  Act. 

(Com m ent 21)‘One com m ent asks whether th+ Vnited S tates has 

.i .' 
developed biosecurity and sophis'ticated de&&s to test and 

controL dangerous biological agents and toxins, including those 

:, 
I: 

that.present,a threat to plants br anim ais. This, com m ent also; 

asks if the @nited S tates,has developed'new m ethods to detect' 

contam ihatedifoods', to work with state.food sa.fety regulators, 

and to protect crops andllivestoek. 

@espon$e) : The.issues described in these com m ents are 

outside the scope of this final rule. However,, we are sensitive 

to thes:e concerns and wish to assure the com m ents that the : 

agency ,is do$ng.a num ber ,of things to ~increase.our.ability to,: 

detect ,the presence of agents th.at m ay,present a threat to foods 

,: 
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for human and animal consumption: We do not jeliewe it is 

appropriate to discuss these activities .in th.$sfinal rule; 

however;, more informationcan be obtain&on-FDA's Web: site. 

(See "Hot Topics" on the We‘b site at: .http://www.fda.gov.) 

(C)xnment 22) Two comments -state that every effort should,be 

made to' ensure that information regarding;the,detention of a 

product is accurate and publicized only whennecessary in an 

effort 'to.protect publichealth. The comments state that such: 

publicsty should be tra,nsmitted',in a clear, unemotional, and 

factuag manner without unduly or inaccurately:raising public 

concern. The;comments also indicate that the,agency should be‘ 

aware that if the' public is to1d.a product ha:s been detained and 

it is later found to be,nonviolative, the: reputa:tion of the 

company likely will be damaged due to the: public perception that 

the product was somehow un.safe because it;had:been detained. The 
\ 

comment is concerned that information that a'detained product 
_. 

has been released seldom reachesthe public. One of these 

comments states that to minimize these.losses, the det,ention 1 

order should become a part cf the public record only if FDA -_ 

determsnes that the product presents a thkeat of. serious adverse 

health consequences or death to humans or; animals. 

(Response) FDA has) no pl,ansto routjnely,publiciz& the : 

issuance of detention orders. However, in the event of a public 

health emergpncy, FDA may issue.a- Talk Paber or Press Release‘ 
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with imformation.regarding a detained art$c$e of food t&t 

pre,sents a threat of serious adverse health consequences or 

death to humans or‘ animals. bin such an;em&zgentiy, FDA may also 

inform pther"departments,, agencies or governments. In addition, 

administrative detentions can be pr&cursors to:enforcement 

action fin Federal court,-pastieularly seizur&s, which are public 

filings, in the courts. -Information re,garding~-a detention could 

be included,& the complaint forforfeitulye. Information 1 

regardijng administrative detentions also may be released under a s 

Freedom of Information Act (F&IA) request:'af~ter'FDA has removed 

any information that is protected from di;sclosure to the public. 

(dorpmenfiz 23) Several- comments request Clarity concerning 

which rule will be applied to imports- and; under what 

circumstances. These comments indicate .$h$t .-FDA% regulatory I ,i 

framework for imports is‘ more stringent than that applied to 

domestic products. One 'af these c,omments pugg;ests that an 

administrative detention mechanism that allloiw FDA to ‘take 

action ,against domestic f.oods that appear': to,be adulterated or 

misbranded is needed. Another of,,these cotnments indicates that : : 

historically, detention orders have notbeen delivered directly ' 

to the ,owners or ,importer of record in a, timely fashion. This 

comment further indicates that, ‘because d,e+ntion orders have 

historically:covered future shipments of"the product and 
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included nonrelated growers, FDA- should~ consider removing the 

time limit to file appeals regarding detention orders. 

Anothercomment arguesthat ,the:proposed rule would give:a 

compet'itive advantage to domestic food over imported food 

,because,,domestic,food would be subject onl;y to administrative 

detention, while imported, food would be subject to both 

administrative detention and ‘normal" import de"tention. 

(Response) The issues conckerning~ho$ FDA has implemented 

section 801 of the FD&C Act are .outside the scope of this , 

regulation. :FDA reiterates that this final rule does not 

implement section 801 0.f the FD&C:Act, despite i,ts use of the 1 

term "detent$on." This final rule impIements'section 303 of the I' 

BioterrorismzAct, which amends se;&ion 3:04 of .t:he FD&C Act, by 

adding paragraph (h) to that section. : 

Section304fh) of the-.E,D&C Actapplies the same standardito 

domestic andimported food. Thecriterea for administrative , 

detention under section 304(h) of, the RD&C A&are credible 

evidence or information that an article-of food presents a 

threat of" severe adverse health consequenies or,,death to humans 

or animals. The procedures .for administrative detention under 

section 304(h) of the FD&C Act are desWibed :$n this ruLe and, 
: 

will be; applied in the same way to both imporke,d and domestic. 

food that isdetained administratively under section 304(h). 
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FDA disa-grees that domestic food,has a competitive 

advantage'ovqr imported food. FDA investigatprs and inspectors 

are authorized under the FD&C,Act to ins&et domestiti food s 

manufacturers, packers, and dis~tributors &o determine their 
, 

__ 

compliance with the FD&C Act and its im&Emeti$ing regulations; 

As parts 0%: i!s vigorous domestic enforcement'program, FDA 

inspects domestic food facilities and collects domestic food : 

product, samples for examination'hy FD& 'scienP&s& or for label 

checks. When warranted, judicial enforcement' actions are 

brought: against violative articles of food-and their 

manufackurers and distributors. 

F3, Comments on Foreign Sr&& Issues 

(qomment; 24) Some comm&ts question the consistency of the 

regulation with U.S: obligations under thee tiAqTA and various WTO 

agreemeints. 

(l$espon&e} FDA is‘aware of the iriterjnational trade 

obligat$onsof the United Stat&s and,has'considered these ,: 

obligat;ions throughout the ru$emaking $Wcess for this 

regulat!ion. FDA believes that these regl;zlhtio$%s 'are consistent 

with these international trade obligations, J,n addition, and as ,' 

discussed elsewhere in,this preamble, FDA: does not foresee 1 

frequently u$ing adminigtrative detent%aq undo.? section 304(h) 

of the :FDE%& Act to control the movement of imported food subject 

to section 801 of the FD&C Act. 
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(Comment; 25) Some comments assert that the regulation is 

burdensome, qostly, discriminatory, and,wfll have a negative I 

impact on foreign trade. 

(Response) In drafting the final rule, FDA structured the 

rule toj be cons-istent with the statutory *andates of the 

Bioterror&sm"Act and, at the same time, to reduce the costs I * 

-associake@ with .compliance. ~A‘carefully.jcorisid~red comments I 

received reg:arding the,burden imposed by ,this rule, including 

its impact on international trade-. 

,C. C&nmentson what Definitions Apply t-o.This Subpart3 

(Proposed, 0 1.377); 

1. 'Definition of "The Act" 

(Comment 26) FDA did not receive Comments on the definition 

of "the, act." 

(Responsej We did not change the definition in the final 

rule. 

2. Def:inition of "Authorized FDA Representa,tjve" 

(Comment 27) Several. c.omments state that,based on the I 
: 

serious: nature of administrative'detentionti, decisions to detain 

product,s adm&nistratively should be made, by an official at 'the : 

regiona% FDA*director level or higher b&z&~se~of then cost 
, 

implicationsand serious bus,iness impact sudh- an action would‘ 

cause. *In addition, some comments state ::that .&pproval at the FDA 

Distric:t Director level allows too mueh;d&scr@zion, and that a 
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higher levellof approval is necessary to ensqe some level of, 

uniform!ty. 
. 

(Response) Permit-ting )appcoval of &n'administra.tive : 
, 

detention atthe FDA District Director Level .,$a cons$stent with 

section: 303 of the Bioterrorism Act, which a&tows such approval 

at the FDA district level,,or above: As requised by § x.391, @l 

detention orders must be approved,by an,authorized FDA 

representative. FDA defines authorized FDA representative for' I 

the purpose of this .final reguLatian asan FDA District Director 

in whose district the detained.article of/ food is located or an , 

FDA off;icial;senior to such director. For;.e@kmple, an RFDD isan 

FDA off:icial.senior to an FDA District Director. 

(Comment 28) A coupleof comments'stkte that defining ' 

"qualif:ied employee" at even the D&strict:Disector level is 

problematic because of.what the comments kharacterize as FDA's / 
erroneous decisions in the past regarding, "tainted foods" (e.g., I 

fish;f,ruits, veget&bI.es) . They note that; these industries have I 

fallen victim to otherwise "qualified" federal and state 

employe!es who have wrongly,accused many--commudities of potential 

contami!nation. 

(Response) 

wrong decisions 

Although a"comme.nt alleged that FDA hasmade: 

in the past, they did not' identify any 

particular wrong decision. 
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FDA is not limiting '"officer or qua+.+fi.ed; employee" to the 

Dist-rict Director level or-higher. The off$cers or qualified 

empJ,oyeFs of'FDA who may 0rder.a ,detention include, butt are not 

limited to, FDA field investigators; FDA $mp3pyees who have 

security clearance to receive nationax ~security information; and ,_ 

health,' food< or drug officers dr employ"ees of any State, 

Territory, or political .subdivision thereof, duly eommis~sioned 

by FDA-as officers of the Department under sc~ction 702(a) of the 

FD&C Act (21 U.S.C. 372). Only an authori@ed FDA representative, ", 

however, can approve a detention order. FDA i;s defining an 

"authorized l?DA representative" as an FDA',District'Director in :. 

whose dis"trict the detained artPcie.of,food is located, or an 

FDA off!iciaJ,senior to an FDA District Dikector*. This language 

is draw-n from section 3q3 of the BioteWorism~ Act. Clearly, '_ I 
Congress .envisioned that only FDA officia$s ~Lith a given level 

of seni!ority,wouId have authority to- apti.rpve,a detention order. 

(Comment 29) One,comment questi'ons how the owner/carrier 

will know that FDA.'s person&l are authorpzed.to detain their, 

product. 

(R;esponge) Section 1.391 states that.,an authorized FDA : 

represent~ative,. i.e., the J?DA,"s District Director in whose ; 
I . 

district thearticle of,food is involved ;is located or an FDA' 

official senior to such director, must approve the detention , 

order. ,If prior written approval is no~t*~f~eas~ible, prior oral 1 



approvail must be obtained and confirmed'in writing,as soon as 

possiblie. Consequently, all FDA~personnel~issuing a detention: 

mu&be authorized in. advance to .issue the detention order. : 

Under d 1.39%3(b) (13), the detention order)mustindicate the 

manner :in which approval of the detentionlor&r was obtained,! 

i.e., verbally or in writing, 

We ha~verevised the final rule to‘include §.1.393(b) (14)( 

which requires that the name and title of' the;authoriz~ed FDA 

representative who approved'the detentionord:er 'be included in 

the detention order. 

Section.1.392 (a) of the fk.xal.rule rpquires FDA to issue! 

the detention order to the owner, operatoF, or agent in charge 

of the iplace-where the article of food is' located. If the owner 

of the article of food is different from che,owner, .operator,:or 
!. 

agent i-n charge of the p&ace where the.qrFicka is detained, FDA 

must prov;ide, a copy df‘the. detent,ion order to the.owner of the 

article of food if the.owner's identity c'an.be determined 
', 

readily. Under § l.392.(bjx, if FDA issues: a detention order for ,' 

an article'og food locatedI in a *ehicXe OF ,other carrier usedit 

transport the detained article of food, we also must provide a 

copy of the detention order to the ship&&r of record and the 

owner and opgrator.gf the vehicle or oU&r carrier, if their ; 

identities c&n be deternajned readily. Thps , .the owner" and 

carrier will: know from the detention o,rdek,how the appr&al w+ls 
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obtained and,the name and title of the authorized FDA 

representative who approved the detentSon:order. 

(Comment 30) One comment notes that:FDA‘must employ strict 

internal procedural requirements for FDA offic'ers and employees 

and our agents that 'are invojlved in determkn&ion of potential 

adulterationor intentsonal .contaminatio~n; 

(R&or-&e) FDA officers, employe-es,, and agents authorized I 
to carry out'an administrative detention kill-'be fully trained. 

3. Def:inition oft "Calendar Day"- 

(Comment 31) FDA did not receive comments on the definition 

of "cal,endar,day." 

(Response) We did not ehange,the defjnition in the final‘ 

rule. 

4. Definition of "Food“ * 

(Comment 32) A few comments state .that.akoholic beverages 

should Inot- be covered~under this provisioh because they are 

regulated by'the Alcohol and Tobacco Tbx and Trade Bureau (TT$), 

as welL as by individual states? One of .these.comments suggests 
1. 

that FDA,should revise the rule.to spekifk th&t TTE$ officials' 

are responsible for ordering any.administkative detentions of: 

alcoholic beverages. ,Another comment statks that FDA should 

secure a Idg$slative amendment to~the Bioterrorksm Act that j 

exempt& wines and spirits and other alcoholic beverages under 

the jurisdiction of TTB from its.applicat$on, in the same way as < 
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m e a t, pou l try, a n d  e g g  p roduc ts u n d e r  th e 'jur isdict ion o f th e , 

U .S . D e p a r tm e n t o f Agr icu l ture  ( V S D A )  a reexc luded  from  its 

scope . Th is  c o m m e n t indicates.  th a t th e  inconsis tency does  n o t: 

a p p e a r  to  b e  fo u n d e d  o n  any  ob jec tive~or i ter i :a such  asr isk 

ana lp ip . 

(Response)  Th is  ru le  compl ies  wi th sect ion 3 1 5  o f th e  

B ioterror ism iA ct, "Ru le  o f ,Construct ion, :"~ ',wh ich  states,that 

n o th ing , in  Tit le III o f th e  B ioterror ism ,& ct,,,.o ,r a n  a m e n d m e n t 

m a d e  by  Tit le III, shal l  b e  cons trued, to  al ter  th e  jur isdict ion . :_  

b e tween U S D A 'a n d  th e  U .S . D e p a r tm e n t o f Hea l th  a n d  H u m a n  : 

Serv ices  ( H H S )  u n d e r  app l i cab le  statutes, .a n d .regulat ions.  

A ccordingly ,  'th is  fina l  ru le  ,does -no t a p p $ y  tc fo o d  regu la ted -  

exc lus ively  by  U S D A  u n d e r  th e ,Federa l  I% @  Inspec tio n  A ct (21  

U .S .C. :6 0 5 X  e t% -), th e  P o u l try P roduc ts:'Inspec tio n  A ct -  

E & P roduc ts inspect ion A ct 

( 21  

(21  ; U .S .C. $ 5 ~ . e t seq .), o r  th e  _ -  

U .S .C. ,I0 3 1  s seq .). 

: 

U n ,E ike U S D A , the re  a r 'e  n o  provis ions; in,sect ion 3 0 3  

B ioterror ism ;A ct th a t spe .cif ically add res~s  

T T B . U n d e r  exist ing law, 'TTB  does , n o t have  

o f th e  

th e ,,jur isdict ion o f 

exc lus ive 

jur isdict ion,over, ,a lcohol ic beve rages . T T B  es tab l ishes  tariffs 

~  a n d  l i censure  requ i remen ts, a n d  has  p r i -ma$y  jur" isdict ion over : 

th e  1abe l i ng :o f a lcohol ic  beve rages . Howeve r ,, F D A  ,exerc ises 

jur isdict ion;over a lcohol ic  beve rages  as  r food"  

o f th e  adu l te ra tio n  a n d  o the r  prov is ions .cf th e  

fo r  th e  pu rposes  

F D & C  A ct. 



FDA re.&gnizes that worki,ng.in conj-upction ihlith TTB and ' 

individual staees is an im&rtant tool ,%@have in the event of a 

threat to the nation's food supply. HoVJeTer,. alcoholic 

beverages are covered~under the administrative detention 

regulation because alcohol is food, as.that term is defined in ~ 

section! 2QI(f) of the FD&C‘A& (21 U:S.C.;,321(f)). As stated 4n 

the pro@osed,jrule, and discussed in detail in the falLowing ' 

paragraphs, the term ",fo&d" ,as used in section 303 -of the 

BioterrorismIAct has the meaning :g$venin:sect,ion 201(f) of the 

FD&C Act. 

FDA reiterates that, under t,his fina? rriXe, any 

adminisitrative detention ordered by an of$icer or'qualified 

employee must be approved by an authoria.ing official. "8 

Comments suggesting thatt=.FDA, should $equest a legislative 

amendment to'the Bioterrorism-Act are outside the scope of this : 

rulemaking. 

{Comment 33) A flew comments state:th+t indirect, food 

add.itives, such as color pigments for packaging,'patikaging - ! 

polymers, and coatings should be exempt from 'coverage under 

section 303 of the Bioterrorism Act becau$e, .by definition as:a 

food additive, the manufacturer must dqp&tr$e under FDA's 

food additive regulations tha,t they are 's&fe~'and stable. One : 
~ 

comment suggests that we exempt.raw maEer!ials-‘and formulated' 

products that are used as components in 'the manufacture of food 



contact, articles, such.as- conveyor belts, ,oven gaskets, coatings 

for film, paper, and metal subst.~ates,.adhesi~es, antifoam : . . 

agents, antioxidants, polym&ric resins, pblymer emulsions, , 

colorants for polymers, rubber qrticles, relegse coatings, and 

the like. Another comment suggests that tab.leware, including. 

ceramic: and lead crystal, also, should be exempt from coverage' 

under this provision of the @ioterrorism Act because Congress: 

did not: intend such a b,road scope, This chmmentstates that 

contaminatedAfood products-present an imti.@di&te risk to public 

health,:whereas adulterated food..contactartic.Les present a risk 

only once they have contact with food, +nf on&y if the poisonous 

or deleterious substance actually migrates into the food. The 

comment; further states-that the lack of i;mmed$acy means that 
I I) 

there its a significantjpotential for inte&vening actions; for: ' 

example:, washing purchased tabl$ware itemS before using them for , ~I 

the first time to reduce or eliminate any~'risks posed by a 

bioterrgrist,act aimed at f&d contact,aFbicles. 

T$o compents state the belief that.live food animals, peti 1 

food, and animal feed, including"fertilizzprsJthat end up in 
_: 

animal <feed, should not be covered by thk)~ rule because Congress 

did not intehd sucha broad scope. Another cqu-wnt states tha" 

any material that might end up in food, -bpt;that has nonfood 

uses, should be exempt from.covqrage u,~dek sczction 303 of the 

BioterrorismAct unless &he manuE,actqr@r knows the material w+ll 
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be consumed !n the United States  as ~food.,O ne comment s tates  ; 

that food tlzat will be,used in trade shows should be exempt from ' 

coverage under this  provis ion because theltrade shows have the&r= 

own self-regulation‘and because FDA could'v is it the trade shows 

and easily  inspect the products. Another comme,nt s tates  that 

technical samples  of food, e.g. les s  than:500 grams (g) of a 

product,, 1 should be exempt from coverage under~ this  rule. , 

(R)F3sponse) FDA disagrees with these comments and is  : 

finaliz jing the definition of "food" as -pr"oposed. FDA is  not : 
_I 

exc luding food contact materials , live'  animaf"s, alcoholic  

beverages,, or other artic les  .of food from; coiJerage under this ; 

reguldtion. _ 

These comments raise the question of: wh%t.Congress intenqed 

"food" to mean for purposes of admin-is trakive detention. In 2 

construing the adminis trative detention provi&k .on of the 

Bioterrorism‘Act, FDA is -  confronted with two questions. F irs t, 

has Congress; direc tly  spoken to the preci& q&estion presente@ 

("Chevron s tep one'1) C!h&ron, U.S;A,, Inc ;. v i NRDC, Inc ., 467: 

U.S. 837, ~842 (1984). Tb; find~no ambiguity , Congress must have 

focused direc tly  on the question presenteid and bave articulated 

c le‘arly  its  intention. Young v . Community~~ut.rition IIns titute, 

476 U.S. .974, 980 (1986). If Congress has sp~oken direc tly  and 

plainly , the; agency must implement Congress% unambiguous ly  

expressed inkent. Chevron, 467 U.S. ate 84,2-84,3. Z f, however, 
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the Bioterro@sm,Act is silent or ambicjuous as to the meaning of 

"food, )(' FDA may define yfoop in a reason$ble-fashion ("Chevron _' 

step tWOI') . Chevron, 46j U.S. at 842-843; x v. Brown & 

'Williamson Tobacco Carp,, 529 U.S. 120, 132 (2'adO). 

The agency has determined that, in enacting section 303, 1 
: ‘ / I 1 

Congress didrnot speak ‘directly "and precisely to the meaning of 

" food. "' As noted, the ED&C~Act has a defbinition of trfoodW in 

section 201(f) of the ED&C Act. It is a reasonable assumption 
I _ 

that, 6hen the .term llfoodE:.is.hsed in the~FD&C Act, section 

201/f) :applies. Howe,ver, although\there may be 'Ia natural j 

presumpition that identic,al words used in $Liff'ersnt parts of the 

same act are,intended to have the same meaning.[citation 
/’ 

omitted], * * *the presumption is not rig:d.*'* *I' Atlantic 

Cleaners & Dyers, Inc. v. U,S., 296"U.S.. k27,"433 (1932). 

Accord:: U.S. v. Cleveland Indians-Baseball Co,, 532 U.S. 200; I --: 

213 (2qOO).' Thus, the same word may be given.different 

meanings, even"in the same,statute, if different interpretations 

are what Congress intended., ' (Atlantic Cleane@.& Dryers, Inc., 

sup= - 1: I 

Even~before the E+ioterrorisms"Act amepdments, the term : 

!' food" 'was not given an identical meaningkthreughout the FD&C: 

Act. For exampl,e, in construing the paze$&&ical "(other than 

food)” ,,in section 201(gj-(1) [Cl of 

Circuit noted that Congress meant 

the FD&;C Act, 'the Seventh , 

to excljude only "articles used 
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by people inthe ordina'ry way that most people us~e food- 

primarily for' taste, aroma, "or-nutritive ,value" and not all 

substances dtifined,as food by section 201/f) of the FD&C Act. 1 

Nutrilab, Inc. v. Schweiker, 713 F.2d 335i.338' (,7th Cir. 1983). 

Similarly, ,section 409'(h)(6) of 'the FD&C Act $21 U.S.C. 

348(h](k) ,defines a food contact substance as Ifany substance 

intended for'use as a component of materialsused in 

manufacturing, packing, packaging, trans&rting, or holding food 

if such, use is not intended to have any technical effect in such 

food (emphasis added)." This definition makes sense only if : 

"food" in that section is interp,reted to exclude materials th$t 

contact food:because components of food contact materials are 1 

plainly: intended to have a technic+1 effeot in such materials;' 

Thaws g in this larger statutory conte$t, FDA has evaluated 

section 303 of the Bioterrorism Act to determine whether the : 

meaning, of the word tEfoodll is ambiguous- In 'conducting this 

Chevron step one analysis, all of the t-raditional tool,s of 

statutqryinterpretation ‘are av+lable'tol de-termine whether 

' FDA's long-standing interpret'ation.of the act's :defini~tion of color 
additive, sect,i!on 201(t) of the FD&C Act 121 U1.S.C. 2$(t)), is an additional 
ex&iple,of whece "foodrr is up&d more naZzowly ,tha$ asdefined in section 
201(f). A color additive is defined in secti'on'.2$l(tj'of the FD&C Act as a 
substance'that L"when.,applied to a food * * * is,c&pabXs * * * of iqmrting 
color-thereto ,? * *II The &gency's food:additive +e&ations distinguish 
between color additives and "colorants," the‘l&tt&r b&kig used to impart : 
color,to'a food-contact makerial. (21 CFR 178.32~57(aji see also 21 CFR 7q.3 
(f) .) Thus, “fbod” as it appears in,the statutory d%fihifion of color ' 
adbitive, necessarily excludes food contact mates$als. .. ,_ 



Congress's intent is ambiguous. Pharmaqgutical Research & 

Manu~facturersof.America v.-Thompson, 251'F. 3d 219, 224 (D.C, 

Cir. 2001). Beginningwith the language of the statute, in , 

section 303 of the Bioterrorism Act, *tfoodl! is used to describe 

which subset ,of FDA--regulated articles are subject to 

adm~inistrative detention: An offi,cer or *qualified employee of: 

‘. the Food and-Drug Administration may order the detention, in : 

accordance with this section, of any article of food that is 

found during, an inspection, 'examiriation, or investigation under 

the Bioterrorism Act conducted by: such officer or qualified , 

employe"e, if the officer .or qualified employee has credible : 

evidence or information indicating that such article presents,'a 

threat of serious adverse health consequences or death to humans 

or animals (emphasis added). 

The Bioterrorism Act is silent as to'the" meaning of l'foo$i." 

Congress did~not specify whether it intendedthe definition in 

section 201(f) of the FD&C Act to'apply, one of the other 

possibilities noted previoysly, or another meaning. Where, as 

here, the statutory language on its,face does not clearly : 

establish.Congres,sional in,tent, it is apppopriate to consider: 

not only the particular statutory language.at issue, but also; 

the language and design of the statute'as3a yhole. Martini vi ,. 0 

Federal. Nat'1 Mortgage, Association, 178 Jf:* 3d,'I336, 1345 (D.Cb 8. 
Cir. 1999) ,' citing K.Mart Corp. v. Cartier, .Inc., 486,U.S. 28% 



(19.88) . Indeed; the analysis should not be confvined to the 

specific provision in isolation, because: the meaning or 

ambiguity of a term may"be evident only YJhben considered in a 

larger context. F-DA v. Brown h .Williamson~.Tobaaco Corp., supra 

at I.32 (,2000) ; 

FDA has considered-other sections of the'Bioterrorism Act 

and has conexuded that the ~meaning of nfo~dir in the Bioterrorism 

Act is ambiguous. FDA.previously considered the,meaning of ' 

l*food" in section 305 of the. Bioterrorism!Act, governing 4 

registrationof food facilities,, and concluded that it is _' 

ambiguous (68 FR 58:894). Section305 of the ‘Bioterrorism Act 

~amends the ED&C Act by adding section 415 to 'that act. In 

section 415(a) (1) of the FD&C~Act', the wardltfood" is modified 

by the -phrase "for consumption- inthe- United !jGtates.f' It's not 

clear whether this modifying ph?aee limits the definition of j 

"food" to food that is ingested&-a narrower definition of "food" 

‘than t,hat in section 2OI(fj of the FD&C i9ct. -In addition, the 

-definition of "facility" in section 415(b> (lj of the FD&C Act ] 

exempts "farms; restaurant&; other retail esta;blishments.N It’53 

not clear,khethez the phrase "other retail espablishmentsJ1 

includes retailers of food. contact mate&&s; 'the legislative 

history indicates that it does not, th@eby,g$ving -rise to j 

additional ambiguity about which“definition of "food" applies:to 

section 415 of the FD&C Act. 



FDA also considered- the meaning of "food" in section 307;of 

the,Bioterrorism Act, governing prior notice of imported food: 

shipments, and concluded that it is ambigqous(68 FR 58974). 

Section 307 of the Bioterrorism Act amends th& FD&C Act by : 

adding section 8,01(m) to-that act. Section 801(m) of the FD&@ 

Act refers to an "article of food." However.;~ the legislative 

history of section 307 of the Bioterrorism Act indicates that: 

packag&ng materials are not subject to, section 307, and can be 

read to,imply that Congress was not rehyibg onthe definitionlof 

food in section 201(f) of the FDSiC Act, thereby g~iving rise td 

ambiguity about which definition of lVfoodT, a&lies to section 

307 of ,the Bioterrorism Act. 

Finally, FDA‘considered the meaning of tl,food'l in deve'lopjng 

a final rule to implement section 306 'of the Bioterrorism Acti 

governing*maintenance and inspection of recor~ds for foods; which I . 
En -J$%qw~tsr;l/ 4swk 

published in jzhe ‘Federal Registe 
--FM 

Section 306 of the Bioterrori;sm.Act amends the FDW Act by 

"adding section 414 to that set;- Section 414(a) of the FD&C Act, 

which covers inspection of records, refers to *'an article of 

food," and Iffood"." But s&tion.4$4(b) of.the FD&C Act, which. 

covers e.stab$ishment a-nd ma~intenance of records, refers to 

"food, including its packaging," Elsewhere iti the record ' 

provisions, sectipn 414 of the FlXC~Act~rcfers to "food safety," 

rra food to the extent it iswithin the e&zlus~ve juris,diction:of 
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[USDA];“' a n d  'Frec ipes fa r  fo o d ." The re  is,' thus , amb igu i ty ; 

a b o u t wh ich  d e fin i t ion o f " food It app l ies  to  sect ion 3 .0 6  o f th e  

B ioterror ism  A ct. 

T h e  amb igu i ty su r round i&  Congress“s:uso?. 'of l l foodfl  in  (I 

sect ions 3 0 3 , '3 0 5 ; 3 0 6 ,,a n d  3 0 7 ,o f th e  B ioterror ism  A ct, coup ied  

with th e  lack o f a  d e fin i t ion o f th e  te r m  in  th a t ac t, suppo r t a  

conc lus ion  th a t th e  m e a n i n g  .o f + V food l t in  th e  B ioterror ism  A ct'is 

a m b i g u o u s . 

Hav ing  .conc luded th a t th e  m e a n i n g ..o f. * l foadi '  in  th e  

B io ter ror$sm A ct a n d  in  sect ion 3 0 3  o f th e t ac t is a m b i g u o u s ,. 

F D A  has  cons ide red  h o w  to  d e fin e  th e  te r m  to  ach ieve  a  

"permiss ib le  cons truct ion" o f th e  admin is trat% ve d e te n tio n  : 

prov is ion.  Chev ron , U S A , Inc . v. N R D C , LT?c .~  sup ra  a t 8 4 3 . In  

conduc tin g  th is  Chev ron‘st.e p ~ two analysis;  th e  - 'agency has  1  

cons ide red .t$x?  s a m e  inform a " tio n  eva lua te d , a t,ste p  o n e  o f th e  

analysis.  B e ll~ A tla n t,ic Te lephone  C o ; V .--FCC., 1 3 1  F . 3 d  1044 i  

1 0 4 9  (D .C. Cir. 1 9 9 7 ) ;‘ Chev ron  D S .A .,-Inc . v- i  F - E R C , 1 9 3  F . : 

S u p p . 2 d  5 4 , 6 8  (D .D.C. ? O ,O Z ) . F D A .has  d e te r m g n e d  th a t it is 1  

permiss ib le ,  fo r  pu rpos>es  o f th e .admin is trat ive d e te n tio n  

prov is ion,  to  'use  th e  d e fin i t ion o f *'fo o d :@  & sect ion 201 ( f) o f 

th e  F D B C  A ct.2  

2  A l0? rna ti+ y , it m a y  
th e  B iater ror i$m A & is 
step o n e . Un i le r  eit.$& r 
o f th e  .F9&C .Ac t app l iks  

h e  a r g k d .th a t th e  g e a z # b g  o f *fo o d "  in 'sect ion 3 O j3  o f 
n o t a % 'n i & p m u ~ ,'.a n d  th a t t& e  C & @ & o n  analys is  sto p ?  a t 
a p p & a c h , th e ‘d @ ini t ion & f ~ ~ B W d ?  in  sect ibn 2 0 1 ( f) 
to ~ & c ti& - ~ '3 ~ 0 3  @ i th b  % P o te - r r b & s m  kt. _  



Use of t,he definitionof food in sec$ion.,20l(f) of the FD&C 

Act is consistent,with the language of section 303 sf the 

Bioterrorism Act. Section 303 -of'the Bipperrorism Act 

repea,tedly uses the term "food" without adjectives. There is 1 

only one instance in which-section 303 t.pes ati .adje,ctive with: 

the term '"food,'! and that is in Section, 3tQh (h).(Z) of the FD&C' "- 

Act, which directs the S,ecretary-to pro,vide for procedures for 

instituting certain judicial enforcementactions on an expedited 

basis with respect to Wperishable'foods.-'* Use of the adjective 

"-perishable" in this context does not limit the reach of sectson 

303 of the Bioterrorism Act to a subset og sfoudl' as defined in 

section 2Ol(‘f) of the FD&C Act. Rather, the-adjective 

1*perishable11 serves to distinguish pe-ri~sh&ble from nonperishable \ 

food for purposes -of deciding wh& type -oZ--food is subject to' 

the procedures mandated by sectkon304('h)'i,2) :of the.FD&C! Act. : 

Nonperishable food, though“not ne,cessargkLy subjlect ,to the . 

.proceduresm+nda,ted by section 304(h) (2)' of 'the FD&C Act., is 

nonetheless subject to administrative ,detention. 
I I 

Use of the de,finition of "food" in section 2-?&(f) of the: 

FD&C Act is also consistent withthe fact the judicial 

enforcement actions that may be-instituted under administrative 

detention have been consistently Interpreted to .use that same: 

def"inition. Section 304(a)(l) of' the RD&(= Act authorizes 

seizure of dny __ f&article of Eood"' that'is 'ad&t-erated or 



misbranded under specified conditions. In applying section ': 

304(a)(1) of,the FDK Act, FDA a.nd the,federal courts use the, 

definition of "food'! in seqtion, 201(f) of,.the PD.&C Act. See, ' 

.e.g., Natick Paperboard Corp. v..Weinberger, 525 F.Zd 1103 (1st - : , 
Cir. 1975); U.S. v. An Article of Food, .7$2 F:-2d 11 (1st Cir.1 

19.85) . 'Section ,302 of the .FD&C Act authorizes injunction to 

restrain violation of certain provis,ions .of section 301 of that 
. ,  

act, which repeatedly use,s the term "food;" In applying section 

302,of the FDW Act (21 U.S.C. 332), FDA and 'the federal courts 

use the ,definiti.on of _ "food!l in section 201(f:) of the FD&C Act. 

See, e.g. I U.S. 'v. Blue RibbonSmoked,~Pish, Inc., 179 F.Supp.Z$d - 

30 (E.D.N.Y; 2.001.). ’ _I 

FDA is ther~efore re~taining-its interpretation of tifood11 in 

section 3.03 of the BToterrorism A& ~to me& 14foodJ1 as definedfin 

section 201(f).of the FD&C Act. Food: sub3ect'to se&ion 303 of 

the Bioterrorism Act thus includes, but is not limited to, 1 

fruits, vegetables, fish, dairy.products,, eggs, r&w agricultural 

commodities for use as food or qomponents: of.food, animal feed, 

including pet food, food.and feed ingredients:and additives, : 
. 

-including substances that migrate into. food f,rom food packaging 

-I and other articles that contact food, dietary supplements and, 
. : 

dietary ingredients; infant for&&a; beverage"% including : ' 

alcoholic beverages an1d bottled Mater, live food aninials (such 
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as hogs and &k), bakery good&/snack foods, Fandy, and canned 

foods.? 

The standard for administrative detestion-&edible evidence ., 

or information indicating that an article:of food presents a 

threat of serious adverse health consequences_or death to humans 

or animals is a high threshold. Where this thrreshold is-met for 

any articl'e of food, it is.appropriate for FDA to use the full 

authority provided by the Bioterrorism A,ct..and‘,thereby protect 

publichealth to the fullest- extent possible.' 

_' 
5. Definition of "Perishable Food" 

(Comment 34) FDA sought comments and-supporting data on how 

to best define '?perishable'food" !for purposes‘af~ this rule. i 

Several comments state thatthe~definition for "perishable food" 

should be revised to mean foods with a sh@.f'life of 90 days : 

from the date of packaging; including pro.ducts 'that are 

thermally processed or treated to extend the shelf life to 90: 

days.from the date of packaging. Another &omment states,that $DA 

should use the derinitions.in the, National Institute of 

Standards and Te<hnology (MST) handbook,.:which,are: Perishable, 
.i 60-day shelf life from date-of packaging; semi#$erishable, 60 

I . days to 6 months shelf lifefrom <the date of *packaging; and long 

i 
_: -1 

,' 
_, 

3 The agency notes th?t the scope of~~t~e~"defini~~~n OP "f~.od'~ in the Y : 
regulations implementing secfidq~303 o,f>the Biote,Flr;okism +t fadministrative 
detention) .is broad&r t&an,the scope.~qf &he def$n$$iop 0; ,-food" in the 
regulakions impl.em@*ng $e&idns.305 ;(~eg~,stra&$i) asld 307 (prior notice) 
(68 FR 58894, :qctober ,16, 2003, qd $8 l?R 589741 respdctively). 
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shelf life, greater than 6,'months shelf life 'from the date of 

packaging. Yet another comment suggests that we.use the 

definition f:or p,erishable foods  as it i's  descr ibed in the 

Perishable Commodities  Act: 'One comment ,s tateg that live animals  

should be considered perishable:food &tern:& beoa"use they  must be 

fed, watered,. and possbbly  medicat.ed to s tay-alive. That i ^ '  

comment askswho, will be responsible for feeding, watering, and 
. 

medicating the animals  if .they ,are detained..A few comments : 

s tate that the definitions  shoufd consider los s  of 

marketability , ana not jus t los s  10-f hhysical:'and bidlogical : 

‘properties. These comments‘indicate that.many  products-have 1 

optimum release dates , such as seasonal. items , (Va"lsntine's : 

'candy>, special release items  '(wines .),'anrj3.,s tr"ic t s toc k  

rotational items  (snack foods , ba:ked goods,, a*d tortillas )  th+t 

would quic k ly  lose t,heir marketab:ility . Many,,comments suggest 

that the d,efinition for W perishabl.e .food". should be revised to 

inc lude fo-ads that have 121) days-of she&f life because produc,ts 

with older "se ll by"  dates - lose:their marketability . O ne comm:nt 

asks  whether products in bti3;-k  form that.are intended for further 

processing and have a shdrt'shelf life are'covered under the : 
'? .$ 
"; 

defin+tion of "perishable food." 

(:Response) FDA disagrees with thesecomments and is  

finaliz ing the proposed d&init&on .for 'perishable food" without 

any revis ions . The context in which the term.S*Uperishable food's  
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appea rs  in  s@ ction 3 0 3  o f th e  B icterror ism  A ct- indicates th a t,: 

a t least  wi th respec t to  admin is trat ive'detent ion, Congress  W E +  

conce rned  with a r t icles o f fo o d ,th a t wou ld  spoi l  re lat ively 1  

quickly.  Itis un l ike ly  th a t C & & e s s  wou ld :h & v e ,m a n d a te d  j 
?  

exped i te d  p rocedures  fo r  institut, ing cer2 ta in ,e n fo r c e m e ~ n t ac tions  

aga ins t foods  th a t have  a  she1 .f l i fe o f p u p a  to .9 0  days , g iven  1  

th a t th e  statute on ly  a l lows F D A  to  d e ta in  foods  fo r  a  m a x i m u m  

o f 3 0  days  wh i le  it ^s_eeks  to : ini t iate cer ta in‘judic ia l  

e n fo r c e m e n t ac tions . 

T h e  d e fin i t ion o f "per i shab le  fo o d "  in  th is- f inal  ru le  has  

b e e n  m o d e l e d ,a fte r  th e  cur ren t R e g u b a to ry iP rosedures  M a n u a l  : 
, 

( R P M )  d e f.in i t ion o f "per i shab le  c o m m o d i ty."~  W e  dec ided  to  use  

th e  R P M  d e fisnit ion o f "per i shab le  c o m m o d i ty" as  th e  bas is  fo r : 

th e  d e fin i t ion o f "per i sha$ le  fo o d "  b e c a u ,se ,th e ' R P M  d e fin i t ion 

is c o m m o n l y  used  a n d  unde rs to o d  by  b o th ,indus try a n d  F D A . i 

Fur th e r m o r e , w e  be l ieve  th S s  d e fin i t ion is app rop r ia te  in  l ight 

o f th e , 5 -ca lendar  da-y  ( m a x i m u m )  dead l i ne  fo r ,FDA to  issue a  

dec is ion  o n  a n  appea l  o f a  d e te n tio n  o rde r . tinde r  th e  dead l i ne  

fo r  appea ls .invo lv ing  th e  d e te n tio n  o f a  per i shab le  fo o d , F D A  

wou ld  issue a  dec is ion  o n  -an  appea l  b e fsre th e  exp i ra t ion o f th e  

.7 -ca lendar  day  pe r iod . F R A :be l ieves  th a t th is‘tfm e fram e  o ffers  

th e  bes t p ro tec tio n  to  appe l l an ts a n d  p s o & c t~ s ~  F D A  n o tes  th a t 

a  c la im a n t fo r  any  n&per i shab le  d e ta ine+cp ro@ uct m a y  fi le fok  
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an appeal within- the first 2 calendar da.ys-.after receipt of a 

detention order, similar "to the ,procedure@ set forth in 

§ 1,402(a) (1) for,perishable foods. 

FDA will determine the conditions ,for holding,'detained 

food, including live animals, on a case-by-c@@e basis based upon 

the totali,ty of information available‘to',us about the articleiof 

food. If necessary, FDA may consult with the owner of the food, 

if readily known, about appropriate sto,rage.conditions. The i 

business arrangements for storing detained food, including live 

animals, are a private-matter between the, re.cipi,ent of the 

detention-order and the facility ‘where the food will be stored. 

The recipient of the detent,ion .order is‘r~sponsible. for making 

these arrangements. 

6. Definition of \\We" 

(Comment 35) FDA did not receive com&en+on .the definition 

of ‘we . If 

(Response) .~$e did not changir the def%pit&bn in the final; 

7. Definition of 'Working Day" 

(Comment 36) FDA ,did not receive comments on the definition 

of "working day." 

(Response) owe did notchange the defi&tion in the final, 

rule. 

8. Definition.of *You" ' 
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( C o m m e n t 37 )  F D A  d id  n o t rece ive  c o m m e n ts .o n  th e  d e fin i t ion 

(Response}  W e  d id  n o t q h a n g e  th e  d e fini t ion. in th e  fina l  i 

ru le.  

D . C o m m e n ts- o n  w h a t Cr i ter ia D o q q  ~ F IZ?%  Use  to  O rder  a i  

D e te n tib n ?  ( P .rqposed. ,$ 1 .. 378 )  ' 
" ' 

( C o m m e n t.38 )  o n e  c o m m & t ag rees  th a t F D A ' shou ld  n o t d e fi;n e  

th e ,te r m  wc tied ib le  ev idenceor  inform a tio n "  a 'n d  shou ld  eva lua te  /" 

such  dec is ions o n  a  case-by-case basis,  g $ v e n ,'th a t a  

b io ter ror ism,event  m a y  ar ise  in  a n  u n a n t ic ipated scenar io .  Th is  

c o m m e n t ag rees  th a t F D A  shou ld .n o t b ind  $ ts d isc-ret - ion kiy 

i den tifying,.the types o f e ,v idence 'th a t it ult.im a te ly  m a y  n e e d 'to  

re ly  u p o n  to  suppo r t a  d e te n tio n  o rde r . 

T h e  m a j,ori ty o f c o m m e n ts reques t th a t F D A  d e fkne by  

regu la tio n . o r  gu idance  c lear  ev iden tia ry  k tandards  a n d  

p rocedures  fo r  th e  d e te rm ina tio n  o f Y k e d $ b L e  ev idence  o r  

inform a tio n ." These  c o m m e n ts state th a t th e  te r m ,should  b e  

,: d e fin e d  to  ensu re  th a t th e  B ioterror i .sm :A ct is n o t in terpreted 

m o r e  b road ly  thank  Coqgress  k & e n d e d  ,a n d  t6  e t isure th a t a ffec te d  

pe rsons  have  s o m e ~ .p ro tec tio n  aga ins t arb i t rary o r ,unsuppo r te d : ,I 

d e te n tions . A  fe w  c o m m e n ts state .h a t 'a-s. long:as,  th e  fac tors  o n  

wh ich  a  d e te n tio n  dqc is ion  is b a s e d  a r e n o t k n o w n , the re  is n o  

r  possibi l i ty to  as"sess  a n d  eva lq te  th e , & it2 ,macy  o f th e  

decis ion.  These-  c o m m e n ts regue is t, th a t F D A : pub i$sh  gu idance  o n : 



hdw the credible evidence or information standard will be : 

documented (e.g., name all sources-of information that may be i, 

considered "reliable," describe the requireme,nts with respect jto 

accuracy of the information, etc.), Another comment suggests 

that guidance should indicate the. authorities‘ that FDA might 

rely upon to determine whether information it re.ceives is 

credible,'such as health authorities (i.e., C@xters for Disease 

Control and Prevention), l&w enfokcement authorities ,(i.e., ' 

Federal Bureau of Investigation3, or other ap$ropriate 

authorities '(i.e., Department ofE@meland Security). A few 

comments state that "credible eui~encefi?lfo~at.fon" should be; 

similar to a ,"probable 'cause"., standard and more thgn mere : 

speculation .or an anonymous .telephone tip; '..I 

One comment states -that, because k$@n~strative detention 

authority also is triggered in the context, of FDA inspection and 

sampling authorities, the agency should ensure that the 

evidentiary standards and procedures adopted satisfy applicable . 

Fourth Amendment and other cons4qiStutional.req?lirements. In ! 

particular, the comment urges t-he agency to e~&Gne- the 

‘credible ,evidence", standard with' reference to"Fourth Amendment 

and related evidentiary standards developed in case law, and not 

to rely on a supekficial readingof -the J3iote.rrorism Act or ai 

plain language interpretation drayn from TnJebsfer's .Dictionary. 

The comment st-at-es that the ‘publlic health tr-$ggers" defining: 



FDA authority under the .Bioterrorism Act are critica1J.y 

important jurisdictiona. previsions, which authorize 

extraordinary intrusions and control over privkte commercial 

property, including products subject to .a&min$strative 

detention. 

(Response) FDA has considere.d the& comments, and we have 

decided to maintain our decision not to d&fine the term I 

"credible ev$dence or information-." The. Becision to not define 

credible evidence or information <reflects-how the -credible 

ev2dence or information standard :h.as been-apti-$ied in various ; 

other judkial and administrative; contexts., and-the need to ; 

maintain flexibility, given. the, orange of Vcircuzmstances in which 

articles of food might be detained under the administrative 

detention authority. The ~"credible evidence or informa,tion" : 

standard requires fact-.specific inquiries for.wh-ich maximum t 

interpretive discret&on'should be' maintained,~ FDA intends to! 

apply the credible evidence standard cons$stent wLth the terms 

of,tha~t -standard and with applicable Fourth Amendment principies 

and case law. 

(Comment 39) one comme.nt states that administrative 

detention istriggered by two undefined, c&Feria: The first i? 

"credible.evidence or information," .and the second,is "serious 

adverse health consequences or death to-hpmans or animals." : 

Many comments express concern that if theBe standards are not: 



defined, detqntion decisions woul,d be subiect"iae, discriminatory 

and void of ‘&j,ective, Scientjfic groundS.,The G0mment.s argue' 

that the question of the role' of the app1bca.tior-i of the 

"precautionary principle" fikewiSe aris~es. 

(Response) The‘comment ~expressing concern about the 

applicati,on of the "precautipnary grincip3.e" did not explain "_ 

what they meant by their use of-the term ?n the,context of th$.s 

rule. The standard for administrative d4tentiona;s set out in: 

the Bioterrorism Act is.whether credible evidence, or information 

exists indicating that an article of food:~presents a threat of 

serious adverse health consequenqes or death .to.humans or 

animals. This is,the standard that we ‘must apply. FDA intendsito 

define "serious adverse health consequences" in .a separate 

rulemaking. We will not define" "credible &,vidence or 

information" for reasons set forth in our prior response to a: 

similar comment. 

(Comment 40) A few comments Sta,tethat l%?A:should have 

clear evidence, such as laboratory analys$s,'to,cbnfirm the 

,presence of an adulterant, &~/OX! a.ffidavLts;sworn under penalty 

of.perjury. Several c&timer&s mask that @3A use internationally; 

recognized methods, for:laboratory ~analyseb, as well as . 

internationally recogn,ized,standards stitih as Cod~ex Alimentaribs, \ * 

an international food code,, .,and provjde &unterS-amples to the, 

owner of the article of food. One comment requests that FDA i 
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require that sampling and diagnostic te<sting, (to confirm or deny 

suspicions of food t.ampering) be ‘initiated within 24 hours oft 

the date the',detention order is issu,ed. 

.jRespon:se) FDA dJisagre&s.with these comments, Given the' 
' 

range of circumstancesin vh$ch.articles of food may be detained 

under the administrative detentipn authority, -the agency needs 

to maintain flexibility,to,respond,appropr,iately on.a case-by: 

case basis. The "credibl~".evidenice .,or &formation". standard I 

requires fact-specific inquiries gor which max$mum interpretive 

discretion should be maintained. FDA inti;nds-to a,pply the : 

cre$ble evideke standard cons.istent with the terms of ,that : 

standar%d and with. applicable constitutiona& principles and caQe 

law. 

With respect to providing &at some ,commetits refer to as 

countersamples, section 702f.b) of the FD&Q Act describes FDA's 

Y 

responsibility to provide a part of an official sample of food 

to certain individuals, when a sample is collected for analysis 

under the FD&C! Act. Section702(b) o‘f the,\FD&k.Act requires the 

Secretary to, upon request-, provide a part of such official * 

sample for examination or analysis by any.person named on the: 

label of the.article, or the owner thereof, or his attorney or 

agent; except that the Secretary is authorized, by regulations, 

to make such.reasonable exceptions from, ,and kmpose such 

reasonable terms and conditions -relating to/t-he operation of; 
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this  sect ion as he.finds ‘necessary for the,proper adminis tration 
* 

of the provis ions  of thb'ac t. Exceptions  from this  sect ion are 

set forth in 22 CFR 2.10. : 

(Comment 41) O ne comment suggests-that credible‘evidence;or 

information be direc tly  related to a &Pious  health consequence. 

Another comment is  concerned whether the evidke for suspic ion 

will be corroborated before an order for detention is  made, or 

whether such an order would be,made on a,tota% ly  

discret ionary /subjec tive basis ,. 
' 

(,Response) The &.oter,rorismAct authori,ges .FDA to order &n 

adminis trative detention only  when an off$.cer or qualified- .; 

employee of FDA has credible evidence c r  $nformation indicating 

thatsuch~ artic le presents a threat of sk r ious  adverse health: 

consequences or death to humans or a~nimals . Consequently, 

ser ious  adverse health c ,onsequences or death is  an element of: 

the,s tandard FDA will apply  in ordering that an artic le of food 

be detained. In.evaluating:whether credible evidence or I 

information exis ts  for purpose.s of adminis trative detention, FDA 

may ,consid.er a number of .f:ac tors inc luding, but not limited to, 

the reliabil$ty  and reasonablen@ss of the- evidence or 

information,,and the totality  of the 'fac t8 and c ircumstances.: 

(Comment 42) A f&w cqtitients'rec?mm~n$ iss'$ng guidance with 

a lis t of c r iteria <that de,fine W s erious  adverse health 



consequences'c .because an iflustraStive Ilisp. from FDA will ensure 

t‘hat excess ,(ok unnecessary) detentions.d$ ?g$z occur. 

A few comments state that'indication& should be given to! 

limit the scope of implementation of the Zaw..These comments , 

.specifically'request that interpretation of serious adverse 

health consequences should be bssed on, the risk to a large p&t 

of the population, as opposed to merely.& few: individuals. These 

comments state that in situations.where'stbe risk associated with 

a food product only affects a very limit"e,d group of people, ; 

detention would not be the:appropsciate,ac‘f=ion_to take. 

Furthermore, they state that the health cons&quences must be : 

severe to the average person to j,ustify a; detention. 

(Response) FDA agrees,with the comme&s Chat the agency i 

should define the term, "serious adverse h~a~th'.e.onsequences" z 

and intends to define the 'term ina separ~te:rul~emaking. The. 

agency is developing a separate rule bec;rause.the term is used!in 

several provisions in Title III of the'Ribterr&ism Act, not / ," 

just 'in section 3-03. FDA believes that definirig "serious adverse 

hea~lth~consepeqces" will promote uniformity and consistency ; 

acr,oss t~he agency in the understanding of_this berm and in the 

actions taken, as well as inform the public of what FDA 

considers a "xserious adver,se health aonse;quence.“ 

(comment 43) One comment s$ates..thatSnGnFDA e~mployees from 

other agencies or states commi,s&i,oned or deputized‘by FDA should 



not be considered officers or qualified employees of FDA for 

purposes of ,administrative detention. , 

(Response) Section 303 of the Bioter&rismAct provides 

that an officer or qualified' employee oE .@A ,may order a 

detention of 'a food found during an inspection, examination, or 

investigation under the,FD&C Act. FDA~agrees t&at, under 1 
II 

' existing law, employees of -other ‘Federal agencies cannot be 

considered office.rs or qualified emp'loyees of..FDA. for purpose? 

of ordering an administrative detention. The~same cannot be‘ , . 

said of State employees commisskqned by:FDA as officers of the 

Department. Section 702(af of t-he FD&C A&t authorizes the : 

Secretary to conduct examinations and investigations for ' 

purposes of the FDK Act, through- officersand employees of the 

Department, or through health, food, or d,rug officers or : 

employees of any State',,Territo$y, or polktio9a$ subdivision, 1 

theyeof, duly commissioned as off,itiers of;the.:Department. i 

,Because they are l'officerslf .of the Depa&@tent, FDA believes that 

such State and local officers or employees have authority to i 

order an administrative detentiqn.under sactiwv303 of the : 

BioterrorLsm, Act. FDA reit&at& that uqde2 t-@ is final rule, any 

adminisfrative detention 'ordered/by an officer or qualified ! 

employee must be approved by an authorizing off,icial. 

'(Comment 44) One commgnt state? thdt.'Lqval+fied employee" 

must be limi!ed to those in.FR+ who, in‘thekday-to-day job 
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responsibilities , conduct f-ood inspections ; examinations  and ' 

invest igations . 

(Response) . Consis tent with sect ion 303 of the Bioterrorism 

Act, d 1.378 provides  that an officer or qualified employee of 

FDA may order the dstention of spy artjc le of‘food that is  found 

during an inspection,, exam$,n&tion., or &vest$gation under the; 
: 

ED&C Act if the officer or qualified employee has credible 

evidence or infcxrmation indicating that such artic le of food 

presents a threat of ser ious  adverse hea-ich consequences or 

,death to humans or animals , ConsequentPy, !anyFDA employees, 

State or local officers  or employees commis s .ioned~by  FDA ;as  

officers  of the Department, may order -a detention as .part of 

their, func tion.of inspecting, 'egamining or invest igating an 

or 

artic le .of food. FDA does not believe the limitation proposedjby 

the comment is  necessary, Section 1.391 requires any detention 

to be approved by the FDA.D$stric t Director ,in whose dis tric t 

the artic le of food is  located or an FDA offic ial senior to such 

direc tor. 

E. Comments on Bow.Q ong-gay FDA Detajn-an.&rtic le of Food? 

[Proposed 0 ,J .379) 

(Comment 45) Many comments s tate.that FDA should be 

required to limgt the detentionperiod .to that period that is  

absolutely  minimally  necessary to undertake an invest igation : 

into the possible threat that underlies  -the detention order. 



These comments further state that: the.,extensi‘on of time up to:30 

calendar days must not.be by a %-lock" '.of 10 calendar days, but 
)_ 

rather a possible, extension of up to.10 ,extra calendar days. gne 
,, 

comment states that theyagree that an article may be detained 
.' I ! 

for an additional i0 calendar days; hoyever, they want the 

reason for the extension to be limitedc,to,-certain conditions, : 

such as waiting for test results.. This! comment also states that 

the compa.ny,should be irnmediat~ly -informed of any additional 

time requ$rement, the reason fof the addition&L Xime, and the: 

actual time $erio‘d that will be‘required ,(up to 10 calendar : 
, 

days). 

One comment proposes that the only reason a detention 

should be extende.d from‘20 to.3.0 ,calendar-days is to take legal 

action in ,a civil suit=.‘A few comments $tate"that the extension 

of the detention period should. not be co<nsidered,justified or 

' Wecess.aq+' if the reason for the ex,tension is because the 

i 
/ 

testing o-f the .affected.product had notbeen oonducted ,( 

expedi,tiously, or that, it cou$d.have beencom&Peted within the 

20-calendar day p‘eriod. had'it been accorded ippropriate 

priority. One comment asks"-how FDA is going to notify the owner 

of the article of -food if the, detentionp&iod4s extended 

beyon‘d ,the initial 20 calendar,,days. +xkot$~r'.i=~mment states that __ ‘. 

there is no gndication of the criCeria:used to determine the i 

‘reasonableness" ~of the detentioq period., 
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(ResF>onse) As FDA stated earlier, we intend "to proceed as ,_, 

expeditiously as possible 'to -resolve all 4ssues involved with' 

admini,strative detentions. Howe.ver, FDA,dEsagrees with the : 

comments that waslt to preclude FDA from.e.xtending a detentioniin 

a "block" of 10 calendar days. It is not the <best use of the : 

agency's resources to g-rant extensions of the detention perio4 ,- 

in small increments, e.g- .I day at: a time, Moreover, the fact> 

that a detention is extended for a "block" of,10 calendar days I 

does‘not mean that an article will always beg detained 10 

'additional calendar days; just as FDA mgy .teminate a detention. 

order on any day during the periqd initially specified in the: 

detention order, FDA may 'terminat~e the,,de$entSion on any one of 

the 10 cal,endar days covered by the extension: FDA ha,s ~authority 

to extend a detention for 10 calendar day,sas.necessary to , 

enable -the agency to institute.a ,sei.zure or injunction a-ction 

Because the %development of a seizure or.injun@ion action is 

fact-specific, FDA Will not always be able'tospecify, at the 

time of the extension, the;precise steps,that~ remain. Indeed; 

Congress made clear that a maximum d;etenkion @eriod of 20 or 30 

calendar days is reasonable,..when.Congress included these i 

detention timeframes fin the Bioterror-ism'Act+'Ariy extension ok 

the' length of a detention period to 30 calendardays requires 

the agency to prepare a new detention order and, if applicablb, \ 
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to place new'tags -or labels on the detain,ed asticle of food to 

indicate the change in thedetention dates. 

In addition, FDA notes that under § 1,37%(a), FDA can order 

." detention of the article of food.for 30 calendar days in the 

original detentipn order, if we ‘know from the 'out.set that 30 ' 

calendar days rather than 20 calendar days wi31 be needed to 1 

institute a seizure or injunction against the~.detai,ned article 

of food. 

-(Comment 46) Several commeqts suggest that the maximum 

length,of time for a detention should-be shortened, e.g., to I5 

calendar days, 10 calendar days, or 7 calendar days, and for i 

perishable food, to 24 hours, because. of theimpact a detention 

1 canhave on the normal flow of trade. A,few comments suggest : 

that fresh fruit ,should be- kept in detention for only a few 
i 
: hours. A few other comments state that the maximum period of 

I detention 'should be in accordance.with t&type of product to' 
i 

minimize costs for the' exporters., 

(Response) FDA ~disagrees with t.hese comments because it; is 

not.appropriate to limit-the authority and flexibility that 

Congress intended FDA‘to.h&ve under sectibn 302 of the .' 

Bioterrorism Act, which authorizes FDA.to -detain an article of 

food that presents a threat of serious adtierse health 

consequences or death to.humans or animal.@ for 20 calendar da$s, 

unle,ss a greater period, not to exceeds by! 30 ,cal-endar days, is 



necessary to ins,titute -a seizure or injunytion action. However, 

FDA,i.ntends to act as expeditiously as possible on all 

detentions. ,Detentions of.peri,shable focrdg are,,subject to ,thej 

shortened timeframes for filing a,n appeal, and,convening a 

hearing~in § 1.402(a) (1) and (d), respeativeiy, to pr,ocess these 

detentions as quickly as .possible; These short~ened timeframes: 

require both FDA- and affected parties to moveexpeditiously. 

(Comment 47) A few .comments'state tbat'the avai.lability+of 

FDA resources and staff shortages'should not be a justification 

for FDA's failure to act quickly .on adm+nistra.tive detentions: 

Another comment-states that any-sampling and tasting conducted 

with respect to a" detentio,n order shousd be given top priority 

at the appropriate FDA,,laboratory (-or- $DA, contract laboratory) 

to expedite the process,- such that the ne~ed for .an additional 10 

calendar days can be e~liminated or shortened to.less than 10 

calendar days. 

(Response) ,As we stated previously,, FDA intends to proceed 

as expeditiously as possible to reso1veaJ.l issues involved with 

administrative detentions. FDA -agrees that; ,any investigation and 

sampling of articles of food.'assodiated with;,an administrative 

detention should ,be given high..priority. 

1. Comments on Where and @nder.What Conditions Must the Detained 

Article of Food'be Held?, ,(eroposed s 1;38$1) 



FDA rece,ived'many comments on this section III.E.l of the 

rule. To clarify'the resolution of the .issuesraised in the 

comments, we grouped t-he comments into1topi.c areas that refle& 

the paragraphs in § 1.380. 

.As noted previously, the term ?lim,ited conditional 

release," which was used in prox%ed rul.e., has-'been replaced by 

the term "modification of a..detention orderY.'in this final rule. 

Therefore, our responsesto the comments.that discuss a "limited 

conditional release" refer instead to a "modification of a ; 

.detention .order."- 

,* Hold the detained article of ‘food-in the location and 

under the conditions specified,by.BDA, in the detentjon 

order (proposed $1.380(a)). 

(@omment 48) One comment asks-how FDA will determine the 

conditions under whicch detained f'ood will-beikept and how we ' 

will notify 'the owner. A few comments recommend that FDA.should 

develop. procedures for a@minist.ra'tive detentSTon of perishable: 

foods that include,a p-recess for, asking.from- the owners of such 

foods information as to the be& storage methods to ensure the 

salvage of such foods. Another comment,~in$icates .that the rule 

should include a provision.td ailow, at -the request of the : 

owner,, opera,t-or, or agent in chaqe, the freezing of detained: 

"fresh" product that is' (or‘will likelj,be) detained for 4 or: 

,more calendar days. One comment indica!tes tha,t the Bioterrorism 
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Act provides .FDA with l&e authocity'to direct articles of food 

to be moved to a secure fac'i(l.iZy and', i'6 Fewgsary, to be moved 

from refrigerated.storage.to a freezer (3.1.381), but that suoh 

an action is usually not neutral for the'guality,z%nd integrity 

of the food, given that fro.zen food ~may then no LonIger be ' 

marketed as \ifresh" food. The comments state that this action; 

will change the intri,nsic nature of the ~food. 

(Response) FDA will. determike the.co&ditions for holding: 

detained food on a case-by-case-.basis based on the-totality of 

information available‘ to,us about the article of food. For 

example, if the food item is simply lab,el$d Wkep Refrigerated," 

with no addi,tional information- in the shi@ping,docu,ments, we are i_ . 

likely to specify that the food be'storedl,undir refrigerated 

conditions that comply with'.appropriat'e -temperature 

recommendations (e.g., recommended refrig$&tion temperatures; 

for food in retailestabli~shments listed dn FDA's Model Food 

Code or commoncommercial practices). Qn the other hand, if the 

shipping documents specify:<that a'specific refrigeration 

temperature \must be maintained, ,we~a,re'li:kelp to order that the 

food.be stored at the temperature specified by,the shipper. As 

stated .in I 1.393.(b) (71, the det.ention.or&r will describe the 

appropriate .storage conditions, e-g., storage, temperature. If, 

necessary, @DA may 'consult with: the own&z of the food, if 

readily known, .about appropriate storage conditions. 



'FDA advises~that the removal of a detained art;icle of i 

"fresh" food from refrigerated storage to a freezer,is an i 

appropriate bas,is upon which the "per,son,who received the : 

detention order, or that person's representative, may seek 

modification of the detentgon.order ~of.th& detained 'food. 

However, FDA is unlikely to order a fresh' f.ood to be moved from 

refrigerated.storage to a.f,reezer,- unle&the.owner, or that ' 

person's representative, advises us that such a-move is 

appropriate. Section 1;381.(c) (3) allows .for a request to modify 

a detentLon 'or,der‘ for this :purpose, inasmuoh as it 'provides that 

the requestmay be "to maintain or preserVe the ,integrity or : 

quality of the article of food 4 * *II. Conse@&ntly,. FDA doe& 

not believe a revision in the rule is n&e&d. I 

(Comment 49;) A few comments state;that 'RbAd-should, upon ' 

request of the -owner 
. 

-, provPde .the. records.,of.the storage , 

conditions maintained during de&&ion. Several comments state 

that if the.storage,conditions indicated in the' detention order 

are not complied 

there must ,be an 

with during detentioni c&us& loss of quality, . 1 

op@ortunity to svbmit a &.ai@ to FDA for j 

re.imbursement. These comments suggest that FDA should include'an 

appeal structure in the rulessand cre+te -4 f&d forrthis I 

purpose. 

(Response) As we stated previously, the busYness 

arrangements for storing detained food.are a ;private matter 



between the recipi,ent of the detention,order land the facility: 

where the food wi(ll be stored. The rec,igient,ef the detention, 

order is responsible for these arrangemenfs,~~including matters 

concerning records to document'th&t the sp,ecified storage : II 

conditions were maintained,throughout the: detention period. 

Neither the FD&C Act nor the Bioterrorism.Act includes a : 
: 

provision for FDA cumpensating .a,ffected~$rt$es for any losses. 

(Comment 50) Several comments address-concerns about food 

being subject to administrative,,detention aboard a conveyance) 
I 

f i.e., ships, trucks an@ railcars. These comments urge FDA to i 

revise the regulation to,require that when FDA:issues an 

administratLve detention order and the f&d is on‘a ship, truck, 

or railcar, &DA also must Msue dn order -‘to the transpo.rter to 

deliver the food ,-to either. the cansigneeor to a se-cure 

location,' as determined by:.FDA officia&s. The comments further 

state that the order should specify that;. the:person with the : :. 

legal tit&e-to the food' (i-e., the.shi&eJr, the- consignee, aria 

food,broker); should bear the cost t,o store the 'detained food. 

Some"comments state that the detention; order +should include 

provisions for the immediate rem&a1 to‘secure storage of a food 

3hat .is detained .adm~n.istrativeIy aboard a ccnveyance. One : ,: 
.‘a 
, comment suggests that we.defin-e‘.and ,make ava&%able for public: 

comment the,condi.tfons that we believe, would warrant 

transporting* administrat2vely detained food to secure storage, 
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fac ilities . O thers s tate,that the bases upon -which a c laimant 

may seek a limited conditional release, shoul@ explic itly  inc lude 

the removal of a -product f,rom a conveyan& to" secure s torage. 

Another comment s tatels  that.detaining food in place on ai 

'shi.p will affec t the ship's  Mhedule, cau&q$.deliver ies  of 

other cargoes to be delayed, which could &use plant shutdowns 

for lac k  of product. This  ,comment also.states, that discharging a 

suspect cargo ashore into s torage,tank s ,&u&%  allow the cargo1 to 

be tes ted while u,nder,gowernmentsupervision, which would 

provide the'most cost effeqtive~ solution -'whiPe.prov iding for : 

secur ity  concerns. 

(Response) FDA understands that detentian of food aboard; a 

conveyance may impac t other activities of commerce that are 

dependent. upon the ongojng',operat$on of ,t-he conveyance. FDA will 

consult with CBP concerning the, movement of Toad detained <' 

adminis tratively  aboard a conveyance to limit the impaet the 9 

flow of trade. However,', we disagree with i;hesbggestion that we 

should revise the regulation to,obligate FDA to issue an order 

to the transporter .to deliver the food.to a specidied 

destination at the expense-of the person with the legal title:to 

the food. W e,believe that the determination of whether we should _' 

order the fbod to be moved from the conveyance to another 

location should be made based on consider&tions  about the nature 

of the contaminant, secur ity , ‘preservation of'the food, and ; 
"  



accessibility to the.food.during the peri>od of administrative 

detention, Based onour historical use of administrative 

detention with medical,devi,ces, we believe that we would detain 

,i food on a conveyance only.under rare circumst,ances. It is more 

likely that we will allow the detainedfmd to be removed from 

the conveyance to a stoqge‘facility. ' 

FDA also disagrees. with the suggestion that we specify in 

the.detention,order.that a third party le.,g.,'the shipper, 

consignee, or food broker) bear the.cost of .the‘ transport of the 

food to secure storage. The‘bus~iness arrangements for storing' 

detained,food are a private matter bet&en-the recipient of the 

detention order and the facility,where the food will be stored. 

The recipient of the detention order is responsible for making 

these arrangements. 

"" 
W ith regard to the.transporter's concerns that the 

detention of food aboard.a:convegance has: the, potential to * 
_’ 

>,: impact other activitiesof commerce that are ',d&pendent upon the . 
_. I 

ongoing operation of the ship, truck, or &5ilcar, FDA advises: 

that a transporte'r may seek modification of a. detention orderiin 

order to remove a detained-( food from a. conveyance to a storage 
,‘: facility.'In $1.381,(c) (4), , allows the transporter to request : 

modification of a detention. order- for this purpose, inasmuch C&S 

it provides thetthe request may be "for any other purpose thht 

the authorized FDA xepresefitative believes is appropriate* * t." 
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Accordingiy,'FDA does not believe a revision .to Sl.381(~)(4) is 

warranted. However, FDA also advises that, although the 

regulations allow a transporterto reques‘t modificat-ion of a' 

detention order to move the, food:,from. a conveyance to ,a storage 

facility, we will evaluate any such.request on'a case-by-case. 

basis, considering all of the factors releva,nt to the specifik 

case, such as whe'ther the storage facility identified in the ; 

request can,provi.de the‘necesskry level of security for the 

food. 

(Comment 51) One comment states that.the proposed rule does 

not adequately address the case in whikh pet food products are 

detained administratively wit+ shipme,pt& -that'may contain ' 

suspect flood. The cotimqnt further states that the resblting : 

delay could result in great loss to firms who plan to etihibit: 

the detained products ant a trade 'show. 

(Response) ,I5 articles of detained food‘are part of a : 

shipment con.vaining food that is not subjkct 'to,the. detention 

order, the articles.of food that are .not subjqt to the 

detention order and can'be readiiy segregated., can be so i 

segregate‘@ and moved. 

(Comment 52) One comment states 'that. the;detention process 

itself .c+LLd 

food because 

table, would 

in&ease the risk of intient+pna& contamination of 

food, whichnormally moves quickly from farm to 

be more vulnerable'ta atte& when held for periods 
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‘: 

of tim e in storage or qna truck., The pom m ent expresses concern 

;-ibout ‘attacks on food under detention pccurring in unguarded i 

: storerooms dnd garage sheds,. 'Several com m ents ask that the : 

detention be done where the,m erchand$se is dksgositioned to 

avoid the increase of the storage, costs ;and"tbe ,risk of robbery 

or dam age of the m erchandise. ._ _ Another com m ent-asks whether an 

artic.le of food that-is subject to .a detention order must always 

be m oved to a secure location.. 

(Response) .The purpose of adm inistrative detention is to 
. . ,' 

help ensure that-~foad.for wh$ch,the ,agency h?s credible evidence 

1 
,' or inform ation that the'food presents a threat .of serious 

,I adverse heafth consequences or death to hum an's or anim als does 

not m ove ,in com m erce, and‘to he$.p‘ ensure .&hatsuch food is not " 

t‘ 
.' 

distributed before the agency can initiate judic-ial enforcem ent 

actions against the food a;s appropriate. "Jf l?@ A  is concerned s - 

that a "detained food is vulnerabfe to attack:,while under 

storage, we would"order the storage to t;ake pla,ce in a-n 

appropriately secured facility. 

Section 1.3:80(b) states that if FJX'determ & nes that rem oval 

,_: 

to a secure.facil$ty is ap.propriate, the arti.cle of food m ustsbe 

rem oved to a;secure facility. FDA: will-consider, on a case-by7 
. 

case basis,- whet,her the artic2.e of food m ust beg m oved to a 

secure facility based :o~n the -situation,-zn$%  whether a given ! 

facility can provide the, appropriate ,leve.i of security. 

; 
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(Comment 53) One tiomment addresses the potential impact of 

administrative detention on -farmers. 'The comme~nt states that, j 

for many farmers, and all dairy farms,,.limited On-‘farm storage 

of perishabl;e products will.le.ad to a cbmplet,,e loss of value if. 

products are stopped from shipme"t to mar~kets- or Tar further : 

processing. The comment urges FDA to be .c$re%ul when prohibiting -z 
shipment of ,foad products from.farms due to the unrecoverable; 

costs of unmarketable prod&$ to~the affected farm or farms. The 

comment further. states that, for certain.prodFcts, a critical; 

market opportunity and the repnta_tion. of ~that,farm as a reliable , 

supplier could be, lost.%or many years by a.disrupeion in theit 

ability to market their products.. 

(Response) 

article of food 

FDA notes thatthe standard t6~detain any 

is very.high-- credible~ evidence or information 

that the Eood presents a threat of serious adtrerse,health : 

consequences or death to humans or animals. 1% 'FDA orders a , 

food to be detained administratively on a farm, and storage at 

the farm is limited, the farmer may, unde2 § $.38I(d), request 

modi%ication,of' the detention order to mo%e t~he%oc&to an 

o.%%site facility., In exalu&ting.the reque,st, we will consider; 

on a case&by-case basis, whether the fatiility'identified in the 
.‘ 

request can provide fan appropriate leve,l of security." 

\ I 



In addition, we reiterate that we. intend to proceed as , 

expeditiously as -possible to resolve a&l,$ssues associated tiith 

particular administrative d&e&ions. 

l Removal. to a secure fa+lity, $f EDAdetermines that 

such movement is, appropriate. (pro$osed $1.380(b))., 

(Comment 54) One.-comment states, that it would be 

beneficial for FDA to identify any ~specific security 

requirements for storing ~detained, prqduct. Th,i,s comment also : 

states-that nothing in the propoqed regu%&tion should be 

interpreted as eleva-ting a warehouse's duty of care beyond that 

identif'ied in the Uniform Comme&ial Code' -(UCC), as to do SO ' 

will jeopardize the warehouse's insurance c0verag.e. 

.(Resgonse) Under the final rule, the detention order will 

identify spekific storage security requirements for the detained _ 

,food at issue. Issues regardinga warehouse&~s duty of care are 

beyond the scope of this rulemaking. . 

(Comment 55) One. comment states that, if.,FDA orders the : < _ 

i 
'. / 

movement of a detained,article of importe;d food,to a secure 
,' 

location before a consumption-entry is fSled;at the port of I 

'I ),j 
_i 

entry, the shipment would have to be move@ in-.bond, creating 

additional work.and expense. to the &arr$er and consumer. This > I 

comment suggests that FDA 'shoufd:publ$sh,l f-or ,pubJ-ic comment,: "_ i 
_ 

the conditiqns that would :warrant detained food articles to be . 
transported before'fi,nalizing this:rule. The Comment states that 
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it,is cri t ical th a t a ffec te d  p e .rsons unde rs ta n d  w h a t th e  * 
-  

cond i tions  a re 'to  ensu re  comp l iance .with,~ u e h ~  cond i tions . 

(Response)  ,There  a re  m a n y  si tuat ions- th a t m a y  ar ise  th a t: 

wou ld  wa r rang  th e  m o v e m e n t.o f d e ta ined  fo o d  to  secure  locat ions.  

i A t th e  p resen t tim e , .it is ex trem e ly diff icult fo r  F D A  to  i 

a n t ic ipate a n d  descr ibe  al l  scenar ios  and-a l l  cond i tions  th a t 

wou ld  war ran t d e td ined‘fo o d 'to  b e  t ransported. to 'a secure  

facil ity. W h e n  it- is necessary  fo r  such :transpo r ta tio n  to  occur,  

F D A  wil l  speci fy th e  approp r ia te  cond i tio n s o n ..a  case-by-case 

bas is  in  th e  d e te n tio n  o rde r . 

i ,- 
.: 

( C o m m e n t' 56 )  O n e  c o m m e n t be l ieves  th a t R D A  stated th a t I 

d e ta ined  a r t icles o f fo o d  shou ld  b e  m o v e d  by  b o n d e d  carr iers  to  

m a k e  sure  th a t th e  merchand i se  wi l l  b e  de l i vered  to  th e  faci l i ty 
; 

th a t wi l l  b e  se leq te d  by  F D A  a fte r  the -merch -and ise ,is re leased  

-: by  C B P . In  th is  si tuat ion, th e  c o m m e n t asks,that F D A  p u t a  h igh  

i 

secur i ty sea l  (p rov ided  by  th e  'U.S . b roke- r  aheq l  o f tim e )  o n  th e  

trai ler a n d .relea,se th e . fo o d  to  th e  U .S . b roker  o r  th e  t rucking 

c o m p a n y  facil ity. T h e  q % n m e n t states th a t th is ,would  b e  less; 

expens ive  to  th e  'im p o r ters‘d u e  to  ,th e  .fa d t th @ z  b o n d e d  carr ie is  

-5  a re  expens ive ; d e m u r r a g e  tiha rges ,a .re b a s e d  o n  h o w  m a n y  days  it " A  

wi l l  take  a n \ F D A  inspe .cto r  to  , re lease o r re fuse  th e  merchand i se . ' 

A ffec te d  pa r ties  a lso  wi l l  i nqu .add i t.iQ n a l @ X & S  fram  th e  , 
'.I 



company that will be receiving the trailers, swamper and 

5 forklift services,. 

(Response) We do not define the secu$.ty requirements for ' 

carri~ers or storage facilities in this rule. Instead, we'will; ', 
.determine the .relevant level of security of txhe facility on aI 

case-by-case basis. 

In some;cases, we,might xe&ire .higher security, such as' 

that associated with secure government storage facilities. In: 

other cases,,we might require lower security. 

We note that we dc not define the, term &ecure facility": 

either in this final rule or the f~inal, rule on qxior notice. ;As 

we stated in the ,proposed rule on admihist'xative detention, we 

;I 
will determine the relevant level of se.curitp for storage ' 

facil.ities on a case-by-case basis. Alt$ough,. we do not defin& 

the term "secure facility," weenote that the -range of facilities 

available fox storage of food that is.detained administratively 

: : is broadex than the xange of facilities available for storagelof 

food off,ered for impart that is refused%admis@on for a prior, 

notice violation. This is because food offered for import th&t 

is refused admission for a prior notice viol&~tion.is "general 

order merchandise" under Title 29 of the ,vnited; States Code. : 

(See .§j' 1.2&3-.(a) (2) . > Thatmerchandise, must be stored in a j 

bonded warehouse authorized to acc.ept ,general order merchandise 



if one is available and capable,of such storage. By comparison, 

food that is detained admin+st,ratively hqs not been deemed to"be 

subject~to title 29 of the United Sta,tes @ode+s limitations 01;1 

general order merchandise. Accordingly, if thefood product is 

impqrted and s~till subject to CB+P cont,rol, FDA-and CBP may : 

determine that a facility ather than a geIGeral order warehouse "' 

constitutes a llsecure faqil$ty“* for purposes of adminjstrative 

(Comm&nt 57) One comment states that-detained articles of _' 

food should ~i3nl.y be- ordered moved to a.$e&re- facili.$y in '_ 

exceptional circumstances.: 

(Response) FDA.wi.11 ngt know in advance al.3 of the 

ciicums.tancqs that may +ar,rant removal to's se-cure facility. 

Each administrative detention action wi&be ,assessed based on 

the facts of,the 

storage faci!ity 

the food. 

particular situation, including whether the 

can provide the necessary level of security for 

(Comment 58) Several comments ra-ise issues conc,erning the 

costs for secure and nons,ectire storage,,of detained food. One 1 

comment askshow recipients of the detentbonorder would be ' 

informed about the costs,charged by secure facilities for 1 

holding food. Other comments ask -FDA whether'.there would be a 

standard .kee for the storage ca&ts, and v&et&er FDA would ensure 

that the"rez&nsible party is able to af&d“the storage costs. 
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(R e s p o n s e ) _  If re m o v a l  to  a  s e c u re  fa c i l Y ty  i s  a p p ro p r i a te , 

F D A  v ~ i l l  s ta te  a  s p e c i fi c  l o c a ti o n  fo r s to ra g e .o f th e  fo o d  i n , 

th e  d e te n ti o n  o rd e ' r, a s -p ro v i d e & i n  §  1 :3 8 0 (a ), o r i n  re s p o n s e  

to  a  re q u e s t fo r m o d i fi c a ti o n  o f th e z d e te n ti o n  o rd e r u n d e r I 

s  1 .3 8 1 (c J . T h e  re c i p i e n t o f th e  d e te n ti o n  o rd e r m a y  c o n ta c t th e  

s to ra g e  fa c i l i ty  to  d e te rm i n e  th e  c o s ts  fo r s to r i n g  th e  d e ta i n e d  

p ro d u c t. It i s  a ,l s o  p o s s i b l e  th a t F D A  c o u l d  o rd e r a  d e ta i n e d  _  

a rt,i c l e  o f fo o d ‘to  b e  s -to y e d  i n  g o v e rn m e n k  s to ra g e , w h i c h  m a y i b e  

l e s s  e x p e n s i v e . 

(C o m m e n t 5 9 ): A  fe w -c o m m e n ts  a d d re s s  t~ h e  i m p o rta n c e  o f 

a d e q u a te  fa c i l i ti e s  b e i n g  a v a i l a b l e  fo r h o l d i n g  d e ta i n e d  fo o d  i  

O n e  c o m m e n t.s ta t~ e s  th a t F D A  m u s t g u a ra n te e  th a t th e re  w i l l  b e  

e n o u g h  fa c i l i ti e s  to  "e n s u re  th e ,c o n s e rv a ti o n  o f.th e  m e rc h a n d i s e  

th a t i s .d e ta i n e d ." 

(R e s p o n s e ) In a s m u c h  a s  F D A ' w i l l  n o t, o p e ra te  th e  fa c i l i ti e s  

th a t w i l l  b e  u s e d  to  s to re , d e ta i n e d  fo o d s , w e e  a re  u n a b l e  to  

g u a ra n te e  th a t a n y  p a rti c u l a r fa c i l i ;ty  w i .3 .1  b e  a v a i l a b l e  fo r u s e  

i n  s to r i n g  d e ta i n e d  ,fo o d s  a t a n y  p a rti c u l ' a r  ti m e . H o w e v e r, w e '  

n o te  th a t .d e ta i n e d  fo o d  w i l l  n o t n e c :e s ~ a ri & y ~ b e  re q u i re d  ' to  b $  

re m o v :e d  to  a  s e c u re  fa c i l i ty . If .d e ta i n e d  fo ,o d - i s  re q u i re d  to  

b e  re m o v e d  to  s u c h  a  fa c i l i ty , th e n , a s  y e  s ta te d  i n  th e  

p ro p o s ,e d  ru l e , s e c u re  fa c i l i ti e s  a re  x p a d i l y  a v a i l a b l e  I 

th ro u g h o u t th e  U n i te d  S ta te s . : 
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(Cornme+ 69) Qne comment s,tates that it is .necessa;Ly to 

know who is in charge of transporting- food tha‘t ,is ,under I 

'administrative detentian and where FDA:ha,s ordered such i _ 

transportation. 

,(.Response) FDA will decide-. on a case-by-case basis "who will 

be reseonsible fsor transporting detained good. In some cases it 

may be necessary for us~to desig,nate a,.third<,party to transport 

the food, for example, if we believe that,control of the food: 

could be lost if ~the recipient of the detenti*on ozder 
.i 
,j transported it. In oases where we belie,ve*that this risk is not 
,i .present", we,may direct Wherecipzient of-the detention order t6 

-transport the food' j 

.: 0 ff.FDA directs.you to move the detained article of 1 

food to a secure.facility; you ~must receive a .^ 

modification of'the; detenti,on order before you move: 

the detained article of food, 4pro&sed 9 1.380) (c)q 

See comment,s under fs 1.381, "May a Detained Article of Food 

be Delikered to,Another-Entity or Transferred to An&her '. 

Location?11 - 

.! * You must ensure that any required tags or labels 

accomna:ny the detained ,articleduring and after 

movement. (proposed.$ x.380) (dW 

8ee comments under' § 1:3,8%, What': Labe lin@ or Marking j 

RequirementsApply to a.Detained :Arti,cle of Piood?" 
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l The movement of an artkcle of food in> violation of $ 

dellq-&ipn order is 8 prohibited- act, under section 3i31 

of the FD&C Act (proposed § ?_,.380(-e)) 

(Comment 61) FDA d&d not reqeive comments on this issue.: 

(Response) We did not make-any c!h$nges to this section. 1 

2. Comments ion.May a.Deta~ined ArtioZe of Food be Delivered to: 

Another Entity or Transfe,rred t,oAnother &ocation? (Proposed _ 

f 1.381) 

(Comment 62) A few comments stat,e. th&t,:FDA should be 

required to allow -detained food ,to be del8vered to the importer, : .' 

owner or eonsigne~e, subject to condition&L reciill, except where 

FDA believes there is an immediate threat,of <harm. One of these 

comments states .that FDA could reta&a'bpnd~to allow detained 

articles to be re.leased fo& delivery to the importer, owner, or 

consignee until the detention hasbeen‘ te%minated. 

(Response) FDA disagrees with these comments because we 

do not have the authority to allow the delivery of foods that 

have been detained administratively to t&e owner's or importer's I 

prem+ses under bond. Se6tion 3b3'of ,the *%$.oterrorism Act 

specifically.states that this section m%y not be construed as' 

authorizing the delivery of:& article, of,foo:d that is subject 

to a detentf,on o.rder underthe executibn of a.,bond while the 

article of food is subject to a detention order, and section 1 

801(b) of the FD& Act doe+ not.a,uthorizethe delivery of the' 



,article under the execution of a bond .whife tlhe article is 

subject to the order. - 

(Comment 63) A couple of cammentsask if.FDA will ensure 

fast procedures with respect.to.requests ,for 'the ,authorized 

movement of 'the det,ained a,rticIe of .food.: ~ 

(Response) .FDA intends.to groceed a&~ expeditiously as 

possible to resolve all. issues involved w$.th:,particular 

administrative detentions.. 

(Comment 64) One, comment asks if the period of detention 

is sus,pended'for the amount :of time that it takes to complete: 

the request 

conditional 

and move the artic&e of food undejr a limited 

Ireleas~e. 

(Respon'se) The length of time to process a request for 

modification of's detention order.a,nd' to movetan article of food 

does not affect or extend the petriod of detention stated in the 

detention order (a maxjmum of 20.or 30 c&nd,ar days, as 

appropriate). 

(Comment 6s) One comment st.atesthat, if the distributoi 

does not have direct control of the -mode of transport, FDA's 

limited condjtional release should stipulate that the mode of, 

transp~ort.must not introeuce any conditionor substance that : 

would.adul;terate or otherwqse d&eteriousI-y impact the quality 

of the detained ,food. I 


